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Monthly Report Issued January 23, 


1954.—The Food and Drug Adminis- 
tration, Department of Health, Educa- 
tion, and Welfare, in its monthly sum- 
mary, announced that more than 74 per 
cent of the 1,228 food shipments seized 
in the calendar year 1953 were filthy or 
decomposed. Of the approximately 4,377 
tons removed from the market, 811 be- 
came unfit in storage after they had 
left the factories clean and unspoiled. 
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Legislative and Administrative 


Progress in 1953 


By CHARLES W. CRAWFORD 


This Address Was Delivered at the Annual Meeting of the 
Section on Food, Drug and Cosmetic Law of the New York 
State Bar Association, New York City, January 27, 1954 


R. DUNN, Ladies and Gentlemen: 

It is a pleasure to participate in your ninth annual meeting. We 
can all take pride in the contributions of the Section on Food, Drug 
and Cosmetic Law of the New York State Bar Association to the 
support and better understanding of the basic federal law, and to the 
bringing of greater uniformity in parallel state laws. 

We passed the fifteenth milestone of the Federal Food, Drug, and 
Cosmetic Act on June 25, 1953. A look backward will show the progress 
of the law since its enactment—a subject Mr. Kleinfeld will discuss 
later this morning. Therefore I will confine this paper to the events 
of 1953 and some of the current problems. 


Legislation 

Two amendments were passed late in the first session of the Eighty- 
third Congress. One was enacted to correct the defect in the language 
of the factory-inspection section disclosed by a Supreme Court dec1- 
sion. Remedial legislation was urged by the President in his state-of- 
the-union message to Congress, and a bill was recommended by the 
Secretary. When finally enacted on August 7, the measure contained 
provisions going beyond the Department-sponsored bill, including re- 
quirements for a written comment by the inspector on conditions 
observed during sanitary inspections, and for reporting to manu- 
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facturers results of analyses of samples collected at the plant to deter- 
mine whether they are decomposed or contaminated with filth, 

An attempt by the Senate to define the scope of inspections of 
druggists’ prescription files was rejected by the House. This legisla- 
tive history makes it clear that prescription files are exempt from in- 
spection except through search-warrant proceedings, which would be 
used only in cases of compelling necessity. 

The second bill to be enacted substituted the generic chemical 
name “chlortetracycline” for the trade name “Aureomycin” in the cer- 
tification provisions of the Act. At the time this antibiotic was brought 
under certification, its chemical structure had not been established. 


Hearings were held on three other bills, without enactment in the 
first session. Included were a proposal, developed and sponsored by 
this association, to simplify procedures for the establishment of food 
standards; a bill to require public eating places to give adequate notice 
of the serving of foreign trout; and a bill to afford better protection to 
public health and to simplify procedures for establishing tolerances for 
poisonous pesticidal residues in foods. The Department endorsed the 
food-standards proposal in full and the pesticidal bill in principle, but 
suggested that the latter be modified to improve its effectiveness. De- 


partment representatives testified against enactment of the trout bill 
on the grounds that its potential public benefit would not justify the 


expense of enforcement. 

Other bills proposing changes in the Food, Drug, and Cosmetic 
Act or its administration, which did not reach the hearing stage, in- 
cluded two on new substances in foods and cosmetics, one to outlaw 
imitations of foods for which definitions and standards of identity have 
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been established, several to provide for the establishment of a district 
office at Detroit, several concerning the repacking of fresh vegetables 
and potatoes, two to extend controls over exports and one to ban the 
addition of artificial color to citrus fruit. These bills are still in the 
hopper, and we anticipate a busy year of hearings on some of them 
and on others that may be introduced in the second session. 


Enforcement 

In the fiscal year 1953, seizures of foods contaminated with poisons 
averaged 37 tons a week. A large portion (1,875 tons) was wheat 
treated with a poisonous mercurial compound for seed use and later 
intermingled with untreated wheat and shipped to flour mills. More 
than ten tons of frozen Alaskan clams were seized because they con 
tained a toxin produced by microscopic marine organisms. Clams so 
affected are capable of causing paralysis and death. Other foods re- 
ceiving attention last fiscal year because of comparable violations were 
a thiourea meat preservative, imitation grape jelly contaminated with 
fluoride, and decomposed eviscerated turkeys that were causing illnesses: 

There were two recalls of infant food. One was canned dried egg 
yolk; some of the babies who consumed it developed salmonella 
poisoning. The second was a mothers’ milk substitute, which was 
associated with convulsions and other disturbances in some babies. 
\ number of pediatricians and nutritionists have attributed the trouble 
to a deficiency of vitamin B,. 

Two brands of cottonseed pellets were recalled after widespread 
outbreaks of bovine hyperkeratosis in the south central area brought 
heavy losses to cattle raisers. It was found that the pellets had become 
contaminated in the processing plants with lubricants containing 
chlorinated naphthalene. 


About 111 tons of filthy or decomposed foods were seized each 
week. About one fourth of this had become unfiit after interstate shipment. 

Food-factory inspections were cut approximately 3 per cent below 
those of fiscal 1952, mainly due to the smaller number of available 
inspectors rather than to refusals to permit inspection after the 
December, 1952 Supreme Court decision. While the number of re- 
fusals was substantial, the percentage of the total was small. Since 
enactment of the amendment, our experience in making factory in- 


spections has been uneventful, even in plants which previously refused 


permission. Apart from the presentation of a written notice at the 
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beginning of the inspection, a written report to the management at 
its completion on observations of insanitary conditions, the giving of 
receipts for samples, and reports on their analysis for filth or de- 
composition, the inspections have been similar to those of the past. 


Education 


We plan to continue our educational programs on sanitation as 
far as possible, because major improvement in the selection, proces- 
sing and handling of raw food materials can best be carried out with 
the cooperation of industry leaders and various agencies in local, state 
and federal governments. Outstanding among such current programs 
are those on wheat, cream and butter, and fresh produce markets. 


The 17-man grain sanitation committee appointed in the spring 
of 1953 by the Secretaries of Agriculture and of Health, Education, 
and Welfare, met in August and December, 1953, and will meet again 
next month. The three task committees appointed at the first meeting 
are still engaged in investigations of various phases of the problem. 
There is general agreement that contamination must be held to the 
lowest possible level—the problem is to develop and agree on a prac- 
tical plan to achieve this goal. 

The ultimate objective of the milk and butter program is to im- 
prove the raw milk going into processing plants. One phase is im- 
proving procedures for detecting filth contamination and decomposi- 
tion in raw milk. The second is educating plant operators to use these 
methods for testing milk and cream before they accept it for processing, 
and to induce producers and dealers to improve the handling of raw 
materials to keep them clean and unspoiled. The industry, through 
a committee sponsored by the American Butter Institute, has cooperated 
actively in developing improved techniques and in the educational work. 


The deplorable sanitary condition of fresh produce markets in 
large cities whose market facilities have not kept pace with population 
growth has received a great deal of public attention recently. In co- 
operation with local health authorities, our inspectors covered pro- 
duce markets in over 50 cities last year. While some cities had ex- 
cellent market facilities, in others overcrowded and antiquated build- 
ings led to the stacking of produce containers on streets, sidewalks 
and gutters exposed to all types of filth contamination. In one large 
Eastern city, police arrested about 80 derelicts who were polluting the 
sidewalks and curbs of the produce market, which was their customary 











PROGRESS IN 1953 PAGE 73 


“hangout.” Where there are adequate local laws and ordinances, en- 
forcement of local statutes is most effective in correcting such in- 
sanitary conditions. The produce from interstate sources is also under 
federal jurisdiction, and where local statutes are inadequate or local 
economic pressures too strong to enable the local enforcement staffs 
to accomplish the clean-ups they are sincerely striving toward, federal 
action is in order. 


Because of reduced manpower we have had to ignore all but the 
most flagrant economic cheats. We have been reappraising economic 
violations with a view to concentration in those areas where consum- 
ers are least able, or totally unable, to protect themselves. 


In the fiscal year 1953, over 350 of the 1,220 food shipments seized 
were based on failure to meet the composition declared on the label 
or on short weight. Sale of water at food prices was the violation 
most often found. 


Labeling and Certification Hearings 


The Secretary has recently held two hearings on proposed regu- 
lations which have a relationship to public health. The first, in De- 
cember, was on proposals to standardize the labeling of dietary foods 
purporting to have a low sodium content. Accuracy and uniformity 
of labeling are extremely important in such products, since they are 
used in the management of serious cardiovascular conditions. 


The second hearing, held this month, was on the dropping of 
three coal-tar colors from the certification list. Two of these colors 
had been accepted as harmless years before the 1938 Act made specific 
provisions for the certification of coal-tar colors which are harmless 
and suitable for use in foods, drugs and cosmetics. All were admitted 
to certifiable lists promulgated in 1939. Recently completed oral- 
toxicity studies, however, show that these three are capable of serious 
injury on long-time use in concentrations that are surprisingly small, 
although greater than those ordinarily found in food. Studies are in 
progress on other colors on the certifiable list. 


In our drug-prosecution cases in fiscal year 1953, illegal sales of 
prescription drugs predominated. The misuse of potent drugs is a 
problem whose solution requires the combined efforts of the govern- 
ment, the trade, and the medical and pharmacy professions. The situa- 
tion is too serious for any of us to work at cross-purposes. While the 
percentage of druggists who will sell dangerous drugs to unauthorized 
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buyers is very small, those who do are causing great harm. Groups 
investigating juvenile delinquency are showing concern over the role 
of amphetamines in the trouble areas. The National Safety Council is 
concerned over the increasing incidence of highway accidents caused 
by misuse of these drugs. 


Forty recalls of defective drugs were monitored in 1953, of which 
13 were below labeled potencies and nine were nonsterile drugs for 
injection. Six were misbranded as to content or directions for use. 
Among the other defects were injurious ingredients, precipitates, 
failure to disintegrate or melt at body temperature, short volume 
and poorly attached labels. 

We are attempting to keep antibiotic certification regulations in 
step with developments in the antibiotics field. Bacitracin ointments, 
penicillin troches and buffered crystalline penicillin were removed 
from the certification list on December 3, because it was determined 
that certification was no longer necessary to ensure safety and efficacy 
of use. The new antibiotic tetracycline, was added to the certifiable 
antibiotics in November. As a derivative of chlortetracycline, it comes 
within the certification provisions without further amendment to the law. 

One cosmetic was voluntarily recalled from the market. It was 
a liquid eye cream which irritated the eyes of some users. The five 
cosmetics seized included two with false claims of beautification, two 
alleged to be misbranded as to ingredients, and one containing non- 
certified coal-tar colors. The only cosmetic prosecution charged ship- 
ment of an eyelash preparation containing coal-tar colors. Such 
products caused irreparable eye injury before cosmetics were brought 
under regulatory control and most of them were driven from the 
market during the early days of enforcement of the 1938 Act. 


Manpower Problem 


As you know, our 1954 appropriation was cut about 8 per cent 
from the President’s budget recommendation, which had provided 
for the continuation of enforcement activities at the 1953 level. This 
meant abolition of many important jobs in Washington and district offices. 
On July 1, 1953, our enforcement staff numbered 862; today it is 797. 


To meet this situation with the least possible risk to consumer 
welfare, we cannot slacken our activities in protection of health. This 
precludes any significant cutback on our drug work, even in misbrand- 
ing cases, for drugs misrepresented for serious disease conditions can 
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cause serious harm. Our cosmetic work has been mainly confined to 
potentially injurious items. This leaves a reduction in work on foods 
as our only alternative. 

In the food field, w2 can make no cutback on products contami- 
nated with poisonous substances. 

So little work on economic violations was done in fiscal 1953 that 
even drastic curtailment will not meet the deficit. The whole food- 
standards program will lose ground, both in the formulation of new 
standards, which requires a substantial amount of field study, and in 
the enforcement of standards already on the books. Sufficient savings 
to cover the deficit can be made only by reducing work on sanitation 
and on filthy and decomposed foods. 


Increasing Workload 

It is timely to survey the obligations of the Food and Drug Ad- 
ministration and the sufficiency of its manpower to meet them. The 
Food, Drug, and Cosmetic Act of 1938 and its later amendments, by 
adding new provisions with which this audience is quite familiar, increased 
our workload several fold over that of the Food and Drugs Act of 1906. 

The personnel for the enforcement of the 1906 Act had grown 
slowly until an average employment of 616 was reached in fiscal year 
1938, when it was replaced by the new law. A program of expan- 
sion was begun to meet the augmented workload, which carried the 
average employment to 831 in fiscal year 1941. A continued gradual 
expansion until the workload could be adequately met was planned, 
but with the onset of World War II these plans were abandoned 
for the duration. Average employment dropped in fiscal year 1942 
to 790 and remained at about that level throughout the year. After 
victory in Europe the average employment for fiscal year 1946 rose 
to 877, and by fiscal year 1951 reached 944. A limitation imposed upon 
the appropriations spent for personal services reduced the average em- 
ployment of fiscal year 1952 to 919, and subsequent budgetary cuts 
have brought the estimated average employment to 829 for fiscal 
year 1954. Through these years the workload was further increasing by the 
growth in population, by expanding technological processes of production 
and by the continuing increase in the proportion of the total production of 
these commodities that are introduced into interstate commerce. 

Consumers spend about one-fourth of their total income for foods, 
drugs, cosmetics and therapeutic devices. The retail yalue of these 
commodities which move annually in interstate commerce is about 
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$50 billion, an average of nearly a quarter of a billion dollars for 
each of the 207 field inspectors and 15 import examiners now on our rolls. 

About 96,000 manufacturing, processing and warehousing estab- 
lishments do a substantial interstate business. At our current rate 
of operations, each of these can be inspected once in about 12 years. 
The amount of these commodities to which attention can be given 
annually through inspection of factories and warehouses and by ex- 
amination of representative official samples from interstate shipments 
is less than 1/10 of 1 per cent of the total interstate traffic. 

Official samples are collected only when information, usually 
obtained by inspection, indicates probable violations. Over the past 
several years an average of about 20 per cent of the official samples 
have been found so seriously in violation as to warrant court action. 
Unquestionably, the work could be multiplied several fold without 
approaching the point of diminishing returns. 

Our work on economic violations has not been emphasized but is 
largely a by-product of inspections to detect more serious violations. 
About 20 per cent of our total effort is on economic offenses. Yet 
the amount saved to consumers by protection against such frauds 


as short weight or sale of horsemeat as beef or pumping water into 
poultry is much more than the 314 cents per capita tax required to 
support the service at its present level. Protection against dangerous 
and insanitary products is clear added profit. 


Two facts seem clear: The manpower of the Food and Drug Ad- 
ministration has been decreasing substantially for the last three fiscal 
years; the peak manpower of fiscal year 1951 was less adequate to 
the workload than was the manpower of fiscal year 1938 to the work- 
load under the old food and drug law. [The End] 


© SIZES FOR RETAIL CONTAINERS PROPOSED °¢ 


Frozen food packers, wholesale and retail organizations, and others 
interested in frozen fruits and vegetables have had submitted to them 
for comment or acceptance a proposed simplified practice recommenda- 
tion for retail container sizes (net weight) for such products. The 
proposed recommendation, which is being circulated by the Commodity 
Standards Division of the Department of Commerce, does not include 
the shape or dimensions of containers nor specifications for the material 
of which they are to be made. Mimeographed copies of the proposed 
recommendation may be obtained from the Commodity Standards Divi- 
sion, Office of Technical Services, United States Department of 
Commerce, Washington 25, D. C.—United States Department of Com- 
merce Release BD-100, reported in CCH Foop Druc Cosmetic Law 
Reports, No. 133 (February 4, 1954). 

















The Future 
of. Mandatory Food Standards 


By H. THOMAS AUSTERN 


This Prognosis as to Future Development of Standards Was 
Made by the Author on January 25, 1954, Addressing the 
Joint Laboratory and Raw Products Conference, Forty- 
seventh Annual National Canners Association Convention 


ards, I am reminded of the curious lady who recently approached 
Dr. Albert Einstein at a Princeton tea and asked: “Professor, do 
you think atomic weapons are here to stay ?” 


[* venturing this biennial report on mandatory federal food stand- 


“Madam,” replied Einstein, “the more important question is— 
are we?” 

Unless adequate federal budget funds are forthcoming, any future 
report on the development of standards of identity, quality, and fill of 
container may well be only an unmelodic requiem. 

Under the considerably reduced Food and Drug Administration 
appropriation for the present fiscal year ending June 30, 1954, con- 
tinued work on food standards has already been seriously curtailed. 
The number of administrative employees dealing with them has been 
reduced. Personnel in the Food Division—which does the underlying 
research work—has been diminished, as has the Deparment’s legal 
staff. At the moment there is but one part-time hearing officer to 
cope with the entire program. Any further reduction in the next 
Congressional appropriation may well result in the necessary cessation 
of all work on food standards. 

No one can criticize the FDA officials for this condition. Neces- 
sarily, the rule of first-things-first means that limited funds must 
initially be devoted to enforcement activities in situations affecting 
the public health; to curbing of the harmful adulteration of food ; and 
to factory inspection, which is considered so important in the control 
of possibly insanitary conditions. Put another way, the available 
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funds are first utilized for the protection of health, and only the 
remainder applied to protection of the consumer pocketbook. Cer- 
tainly, there would be little warrant in devoting costly time and 
effort to the promulgation of any new economic regulations if existing 
statutory requirements were not adequately enforced. Nevertheless, 
the curtailment—and, most certainly, the threatened complete cessa- 
tion—of administrative activity in the standardization of foods has 
consequences that ought to interest the canning industry. 

In the first place, there are a good number of standards still in 
the mill in whose completion and final promulgation important 
branches of this industry are vitally interested. Included among these 
proposed regulations on which administrative consideration remains 


uncompleted are standards of fill for canned corn; standards of 
identity, quality, and fill of container for canned pineapple; and the 
pending application to amend the catsup standard. Both the industry 
and the FDA have invested massive amounts of time and effort, and 
not inconsiderable sums of money, in these proceedings. 


In addition, there are under preliminary consideration a number 
of standard proposals on which canning industry groups have exten- 
sively worked. Here, again, much time and effort have been spent; 
in some instances research techniques, assembled data and tentative 
conclusions have been extensively explored with the FDA. 

Far more important, however, is the congeries of problems posed 
by the existing standards. Technology in the canning industry is 
dynamic. Canning methods and product development are seldom, 
if ever, static. Our experience since 1938 has taught us that the ready 
amendment of existing canned-food standards is essential to con- 
tinued development. 

On its part, the FDA has cooperated splendidly in scheduling 
proceedings to amend any one of the more than 50 existing mandatory 
standards for canned foods. Lack of ability because of budget in- 
adequacies to continue this record of accomplishment will have serious 
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consequences. It may forestall the lawful commercial marketing of 
many improvements now. on the horizon. It may also threaten the 
utility, if not the integrity, of the entire standardization program. 

Nevertheless, there is not too much hope for the immediate 
future. For the current fiscal year Congress gave the FDA $5,200,000 
for its entire enforcement program, excluding the certification activi- 
ties that are carried by its own fees. The proposed federal budget, 
recently announced, recommends that Congress appropriate only the 
same amount for the next fiscal year, and Congress is not likely, on 
its own, to increase the President's request. 


This situation has awakened many of those interested in the 
standardization program—and should enlist the attention of all 
canners whose products are subject to already-promulgated FDA 
standards—in possible measures to alleviate these problems. Fortu- 
nately, there are at least two avenues which would appear not to be 
foreclosed by .even the present closely limited administrative budget. 


In the first place, there remains available the so-called experi- 
mental shipment of foods which do not conform to the exisiting 
standards. You will recall that in October, 1949, the FDA was per- 
suaded to issue what it calls a statement of policy—but which is in 
effect a regulation—authorizing the issuance of permits permitting 
the interstate shipment Of any standardized food containing any new 
ingredient not recognized in the standard. (See National Canners 
Association Information Letter No. 1256, page 318.) 

In terms, this policy statement is merely responsive to the recog- 
nized need for testing in interstate markets the usefulness and con- 
sumer acceptance of any standardized food containing a new ingredient. 
In practice, the administrative discretion has been intelligently and 
sensitively exercised to permit the marketing under permit of dif- 
ferent forms of pack, as well as of products containing new ingredients. 
More recently, both the Food Standards Committee of the New York 
State Bar Association and the Committee on Food Standards of the 
Food and Nutrition Board of the National Research Council have 
urged the liberalization of this permit procedure to embrace “any 
useful modification” of a standardized food. i 

Permissive marketing under this type of temporary permit is of 
course no ultimate solution. The technique presupposes that eventually 
the existing standards will be amended or, where necessary, new 
standards promulgated. Moreover, the administrative discretion is 
unfettered, and the FDA can condition the issuance of a permit on 
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particular types of label disclosure or other conditions deemed neces- 
sary. The safeguards of the required public hearing and the court- 
review provisions of the Act are not available. Still the permit pro- 
cedure is desirable and has been very helpful in avoiding undue rigidity. 

Another means of relief appears to be in sight in the Hale bill, 
H. R. 6434, passed by the House on the last day of the last session 
of Congress and now pending before the Senate Committee on Educa- 
tion and Public Welfare. The Hale bill was drafted and sponsored by 
the Committee on Food Standards of the New York State Bar Asso- 
ciation. It has been endorsed by the FDA, by the National Canners 
Association and by other food-industry groups. There was no oppo- 
sition to it. Essentially it provides that a mandatory food standard 
may be issued, amended or even repealed without a public hearing 
where there is no controversial issue. 


Issuance or Amendment of Standard—Procedure 


The government or any interested person may propose the issu- 
ance or amendment of a standard. The Secretary of the Department 
of- Health, Education, and Welfare, within whose jurisdiction the 
FDA falls, thereafter formulates and publishes a proposed standard. 
Unless an adversely affected person files objections within 30 days, 
the proposed standard becomes effective. 


If anyone desires to object he must specify with particularity 
the portions of the proposed standard he thinks improper, state his 
grounds for objecting and request a public hearing. The public 
hearing is then limited to the issues raised by the objections. 


It is hoped that the Hale bill will be speedly enacted. Many 
believe that it will contribute measurably to solving the problem of 
necessary amendment of existing standards without recourse to time- 
consuming public hearings. What its ultimate effect may be on the 
ready issuance of additional regulations embodying wholly new stand- 
ards is less certain. At a minimum it will avoid the necessity for 
lengthy public hearings on collateral or background questions con- 
cerning which no one is in disagreement. But only where no con- 
troversial issues arise on the proposed amendment will a public hearing 
be wholly avoided. 

Manifestly, restraint in pressing extreme positions will be called 
for both on the part of the FDA, in what it publishes as the proposal, 
and on the part of the industry groups, in what they insist upon ques- 
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tioning. Failure to avoid polar positions will in every instance 
precipitate a public hearing, the holding of which may in many cases 
be delayed and in most instances prove costly. 

If the Hale bill is enacted at a reasonably early date, it is not 
unlikely that its utility can be tested on some of the current proposals 
to amend canned-food standards, possibly including the pending one 
to amend the standard of identity for catsup to permit the inclusion of 
corn syrup as an optional ingredient. 

Of course, neither the use of so-called experimental permits nor 
the Hale bill will afford any comfort where there is a complicated 
standard proposal raising basic controversial issues on which it be- 
comes necessary to hold a public hearing. Nevertheless, the application 
of administrative expertise in two areas will be helpful. One is a 
question of legal interpretation to limit those who can object, and thus 
precipitate a hearing, to persons directly concerned with the proposed 
regulation. The other areas is one of internal administration in the 
formulation of what is issued as the proposed standard. 

I have never thought that the consideration of a mandatory stand- 
ard of identity was the occasion to resolve by regulation what is in 
reality a competitive fight among ingredient manufacturers. Admit- 
tedly, the FDA must determine whether any proposed ingredient is 
wholesome or toxic. Soon, perhaps, this troublesome question may be 
removed from standard-making by legislation requiring some form 
of pretesting prior to the use of any new and possibly toxic ingredient 
in any food. 

But it seems wholly out of place to permit one ingredient maker 
to object merely because recognition of another wholesome ingredient, 
serving a comparable or alternate function, will affect him competi- 
tively. The merits and relative values against costs of both ought 
to be fought out in the market place. Food standards are not designed 
to function as protective fences around anyone's market. As | under- 
stand it, the law would sanction the refusal to recognize this type 
of objection that would delay and confound the issuance of a standard 
that appears reasonable to those directly regulated and primarily 
concerned. (See American Lecithin Company v. McNutt, 155 F. (2d) 
784 (CCA-2, 1946); United States Cane Sugar Refiners’ Association v. 
McNutt, 138 F. (2d) 116 (CCA-2, 1943).) 

A recent court decision, however, suggests that any consumer 
has the legal right to question the issuance of any proposed standard— 
and, indeed, to secure court review. (See Reade v. Ewing, CCH Foon 





PAGE 82 FOOD DRUG COSMETIC LAW JOURNAL—FEBRUARY, 1954 


Druc Cosmetic Law Reports { 7261, 205 F. (2d) 630 (CA-2, 1953).) 
That case suggests the possibility that under the Hale bill a disgruntled 
ingredient supplier might appear in the guise of a consumer to object, 
to precipitate, a hearing and thus, indirectly, to make a competitive 
football out of the proceeding. The Hale bill specifies that he who 
objects must state his grounds for doing so. Patently frivolous objec- 
tions ought not to be permitted to forestall the timely issuance of 
standards on which everyone else has agreed. Moreover, there is a 
fair argument that the stated grounds for objecting must disclose 
that the objector would be adversely affected if the proposed standard 
were promulgated. Absent complete administrative timidity, it is 
difficult to discern how any single consumer could meet these require- 
ments. The mere fact that recognizing another fellow’s ingredient will 
offer you more competition is hardly a proper consumer interest— 


even where your lawyer has astutely clothed you in a consumer's 


housedress or kitchen apron. 


Possibility of Solving Most Difficult Questions 

If these side issues can be avoided—and canners not bogged down 
in their efforts by these trade fights among ingredient suppliers—even 
the most penetratingly difficult standard questions might yield to 
solution in informal advance discussion between the FDA and the 
industry group concerned. More and more those interested in sound 
and reasonable food standards have come to appreciate the value of 
forthright cooperation and the preliminary exchange of data, views 
and recommendations at these informal conferences. On the anvil of 
candid discussion often the most seemingly controversial issue can be 
hammered out to an acceptable conclusion. The curtailment of the 
FDA budget, as well as common sense and over-all economy, dictate 
that in every instance these efforts be fully explored. 

Many hope that this will turn out to be the case in connection 
with the proposed standardization of artificially sweetened canned 
fruits. These products at the moment are in a somewhat unique status 
which is fully described in the National Canners Association pamphlet 
on “dietetic canned foods.” 

It is the view of some packers that distinctively labelled artifici- 
ally sweetened canned fruits are not legally subject to the existing 
canned-fruit standards because they neither purport to be nor are 
represented as the food for which a standard of identity has been 
promulgated. 
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Those of you who are familiar with the various subdivisions of 
Section 403 of the Act may be familiar with the buttressing analogy 
found in the /mitation Jam case. There the Supreme Court held that 
the requirement that any food that resembles the standardized prod- 
uct must strictly conform to the identity standard does not apply 
where there is forthright label disclosure that the product is an imita- 
tion. Logic might suggest that this is also true where the labelling of 
the artificially sweetened food is adequate to alert all but the most 
obtusely inattentive purchaser. Yet logic, some of us have discovered, 
unfortunately does not always control in the interpretaticn of statutes. 

Many packers have therefore individually sought and readily 
obtained a permit to market artificially sweetened canned fruits under 
the statement of policy covering supposedly experimental marketing. 
In any event, these products are now widely packed and sold, and no 
one can deny that there are many consumers who want them. Few 
ean challenge—certainly not many in this hall or on this platform 
at least the esthetic desirability of some of us limiting our caloric intake. 

It is generally anticipated, however, that there will be adminis- 
trative consideration of additional regulations under either Section 
401, which relates to standards of identity, or Section 403(j), which 
covers foods for special dietary uses, or possibly under both statutory 
provisions. The FDA has stated that these questions will be dealt 
with as soon as possible. Necessarily, if controversial issues develop, 
their consideration may require public hearings. 

Yet it is not too challenging a hope that in these—the next im 
portant group of new canned-food standards to be undertaken—the 
problems can be resolved by preliminary conference, and not litigated 
in prolonged hearings. Perhaps, also, the same effort can be made 
fruitful when the time comes for definitive FDA action on the addi- 
tional standards on which the canning industry is now at work. 

In nothing that I have suggested should you read any relaxation 
of my firm conviction that where real controversy exists and cannot 
be resolved, there is any substitute for a public hearing. Never forget 
that the Federal Food, Drug, and Cosmetic Act is a penal statute. 
Failure to comply with a regulation embodying a mandatory standard 
of identity, quality, or fill of container is a criminal offense, punishable 


by fine or imprisonment, or both. Repeated violation subjects the 


offender to possible imprisonment up to three years, to fines up to 
$10,000, or both. Goods that fail to comply with these standards are 
subject to seizure. Injunctions may be issued to prevent violation, and 
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the failure to obey such injunctions is punishable as a contempt of 
court. In short, in the formulation of food and drug standards for any 
industry, the FDA is writing the law of the land. 


It is for this reason, among others, that Congress provided all 
of the procedural safeguards. The most important is that there be a 
public hearing. Even under the Hale bill this touchstone of the 
democratic process is preserved on controversial issues. The public 
hearing, many believe, is not only a means of focusing and preserving 
the controversial issue for judicial review. Requiring those who 
would regulate on controversial questions to appear publicly and to 
set forth—subject to cross-examination—the facts on which the pro- 
posed regulation must rest is perhaps the best guarantee against 
occasional or inadvertent arbitrary action. In turn, only exposure to 
cross-examination guarantees that the asserted facts are valid and do 
not rest upon conjecture, predilection, or unfounded opinion. This is 
simply another way of saying that the evidence must be substantial. 

Yet the great promise of the Hale bill is that there will be less 
of what Dr. Cameron calls public lawyering—that the skill and acerb- 
ity of counsel and the rapier of cross-examination will less often be 
exercised on food technologists. Instead, it will be limited to those 
few instances where irreconcilable differences develop as to what is 
really in the interest of consumers and what is unreasonable in a pro- 
posed regulation. For the conference table to replace the trial bar 
there will, I repeat, have to be considerable give and take at that table. 


In the fulfillment of that promise, I suspect, will lie the future of 
mandatory food standards. The FDA budget for this work cannot be 
permitted to shrink beyond the horizon of any effective effort. Nor 
will any Congress, properly advised and cognizant of the need, per- 
mit it to do so. 

Whether the food industry and the FDA together can success- 
fully travel this new path no one can prophesy with assurance. What 
I suggested in 1947 may still be valid: 

Government officials are not here dealing with malefactors whose practices 
endanger the public health. They are not policing or prosecuting, but carrying 
out delegated legislative functions. In doing so they are dealing with economic 
issues of great difficulty and of vital impact on those they affect. On its part, 
industry must understand that it is not being prosecuted by a regulatory agency 


but instead is being afforded a splendid opportunity to participate in the program 
which Congress has ordained. 


[The End] 














Civil-Service Status of the 
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Food, Drug and Cosmetic Law, American Bar Association 


Ox. DAY LAST MARCH, Mr. John Beardwood told a reporter: 
“This place has come to a boil today.” He was Mrs. Oveta Culp 
Hobby’s newly appointed assistant in the Department of Health, Edu- 
cation, and Welfare. A rumor that Mrs. Hobby was politicizing top 
jobs in the Food and Drug Administration had just been ballooned 
into sizable proportions by a Washington Post columnist. “We are 
going to leave FDA completely unchanged,” Mr. Beardwood said, cit- 
ing industry calls from all over the United States. 


By “unchanged” he meant “under civil service from top-to-bot- 
tom,”’ a status that the agency and its predecessors have enjoyed since 
1883. That was the year; coincidentally, that the Civil Service Act 
was passed and that Dr. Harvey Wiley was appointed Chief, Division 
of Chemistry, in the United States Department of Agriculture. 


Today—/70 years later—we say that Food and Drug Administra- 
tion jobs are under the “merit system” and that food and drug em- 
ployees are in the “competitive service” and enjoy “competitive status.” 
No FDA jobs are in “Schedule A” or in “Schedule B,” but there is a 
possibility that the position of Commissioner and Associate Commis- 
sioner, and perhaps others, will be classified in the new “Schedule C.” 
Here is a jargon to match others we have known and, before going 
further, I will take time to accompany you through the byways I have 
followed in preparing for this discussion. 
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Federal Civil Service 


The Federal Civil Service Law was enacted by Congress to im- 
prove the quality of the workers on the federal payroll by insulating 
them against the ravages of the political “spoils system.” It has been 
strengthened over the years with more or less bipartisan support of the 
political parties. Under it, the Civil Service Commission is assigned 
the task of developing and administering a merit system for govern- 
ment employees, and making government service appropriately hard 
to get into and appropriately immune against extrication. 


The competitive examination is the foundation of the system. 
Applicants otherwise qualified for federal employment take a civil- 
service examination and are graded. Those meeting minimum entrance 
requirements and a minimum grade of 70 are eligible for appointment 
and, as the regulations say: 

a are entered on appropriate registers in the order of their ratings, as may 
be augmented by veterans’ preference, subject to apportionment, residence or 
other requirements of law or the Commission’s regulations. 

A government agency desiring to fill a position selects from this 
list of eligibles, rather than from political favorites. 


A new appointee is on probation for a year. After a year he 
attains “competitive status” in the “competitive service” and, from 
then on, his promotions, demotions, reassignments, transfers and sepa- 
rations are subject to civil-service limitations. He may not be removed, 
suspended or demoted except for such cause as will promote the effi 


ciency of the service. Reasons must be given to him in writing, and 


he has a reasonable time in which to file a written answer and sup- 
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porting affidavits. Subsequently the employing agency must furnish 
him with a written decision, and keep-a copy in its files for the Civil 
Service Commission. The latter has the right at any time to investi- 
gate these decisions to assure that they were property made, and not 
for political reasons among others. 


War veterans in the 
over nonveterans, As far as dismissal is-concerned, they are entitled 
to 30 days’ written notice, detailing reasons, and have a right to ask 
for and get a hearing before the Civil Service Commission. ‘The com- 
mission goes into the substance of veteran dismissals. 


‘competitive service” enjoy a preference 


All civilian positions in the Executive branch of the government 
are subject to these civil-service rules and procedures except those 
taken out by statute or Executive Order. The main exceptions are 
those listed in Rule VI of the civil-service regulations. Before last 
April Schedule A of Rule VI listed jobs of a confidential or policy- 
determining character to which appointments could be made without 
civil-service examination; Schedule B listed jobs to which it was not 
practicable to make appointments through competitive examination, 
and to which appointments could be made through noncompetitive 
examination. Persons holding these positions did not have civil- 
service job protection. However, the so-called Truman “blanketing- 
in” orders of 1947 and 1948 decreed that an incumbent of any such job 
which was designated not primarily confidential or policy-determining 
retained that protection if he already had competitive status when he 
took it. Positions so designated included, among others, those of 
Chinese, Japanese and Hindu interpreters, chaplains, cooks, Coast 
Guard lamplighters, and attorneys. 


Traditional Civil-Service Status of Food and 
Drug Administration 


There is little cause here for dwelling on these earlier Rule V1 
schedules. The Food and Drug Commissioner and Associate Commis- 
sioners never appeared on them, nor did other food and drug positions 


except food-standards specialists on temporary employment and, in a 


general category, attorneys. 

Civil-service status for FDA was never enacted. It simply grew. 
Dr. Wiley apparently came under purview of the Civil Service Act, 
which became fully effective shortly after his appointment as Chief of 
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the Division of Chemistry in April, 1883. Succeeding Dr. Wiley, each 
Chief and Commissioner has been promoted from the ranks and each 
has had competitive status, and the positions of Chief and Commis- 
sioner were never listed as civil-service-exempt positions in Rule VI of 
the Regulations. 


Recent Changes in Civil-Service Regulation VI 


When President Eisenhower arrived in Washington with the first 
new administration in 20 years, he found a fairly complete comple- 
ment of federal jobholders hired by his predecessors. A goodly num- 
ber had civil-service status because of the Truman “blanketing-in”’ 
orders, and perhaps more had such status because they had jobs never 
before declared confidential or policy-determining. This resulted, not 
too unnaturally, in action. The principle is well accepted that the civil- 
service merit system should protect those employees carrying out— 
not making—the policies of government. Otherwise the people's will 
in changing administrations would be thwarted. 


Mr. Eisenhower issued an Executive Order in April revising 
Civil Service Rule VI. He remade Schedules A and B and added a 
new Schedule C. Into Schedule A went nonconfidential and non- 
policy-determining positions for which it is not practicable to examine, 
into Schedule B went nonconfidential and nonpolicy-determining 
positions for which it is not practicable to hold a competitive ex- 
amination, and into Schedule C went all positions of a confidential or 
policy-determining character. Persons in Schedule A and B jobs, 
already having competitive status, or subsequently appointed by com- 
petitive examinations, were to retain civil-service job protection, but 
not otherwise. Persons in Schedule C jobs were not to have civil- 
service job protection except as required by the Veterans’ Preference 
Act. The important question was, what jobs would be listed in Sched- 
ule C? The Civil Service Commission, with the recommendation of 
the employing agency, had the right to determine, and it is now deter- 
mining. In the meantime, the President changed Rule VI again, order- 
ing in June that persons in Schedule A jobs, having competitive status, 
no longer retain civil-service job protection except as may be required 
by the Veterans’ Preference Act. This last order reversed much of the 
Truman order, unblanketing what was reported to be some 134,000 
jobs, including among others, those of attorneys. 
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On emerging from this labyrinth we still have not encountered 
the Food and Drug Administration in any important way, although 
we have passed attorneys several times coming and going. FDA 
gets into the picture by hearsay and rumor. It was said in 
March that Mrs. Hobby was planning to send to the Civil Service 
Commission a recommendation that the jobs of Food and Drug Com- 
missioner and Associate Commissioners be listed in the new Schedule C 
as positions of a confidential or policy-determining character, and 
thereby to be stripped of civil-service job protection. It was rumored 
in the same breath that certain segments of industry, including the 
chemical industry and its Manufacturing Chemists Association, were 
supporting this move to uncivil-service the top positions in the Food 
and Drug Administration. Where the rumors about the chemical in- 
dustry got started nobody who should know seems to know, and they 
were somewhat widespread before the Manufacturing Chemists Asso- 
ciation, innocent even of the rumor, had a chance to set its own record 
straight. 


Food and Drug Administration Should Remain 


Under Civil Service 


All of this brings us back to Mrs. Hobby and Mr. Beardwood. 
The deluge of telegrams and telephone calls in their offices last 
March was symptomatic of a general view in the industry that politics 
should not be allowed in the Food and Drug Administration. It is 
to the clear and undisputed credit of those administering that agency 
that, until now, it has stayed out of politics, and on a high plane of 
objective and impartial administration. 


This cannot be attributed solely or even primarily to the fact that 
the top positions in the agency have civil-service status; it can be 
attributed more to the fact that appointments have been from able 
career people who have worked up through its ranks. To some extent 
that means the same thing. The civil-service system does not itself 
assure highest-grade character and ability, but its absence for top 
officer appointments is likely to lead to less able prospects in the ranks, 
to a deterioration of the agency’s morale and also, ultimately, to that 
administrator who is more beholden to those who got him his job 
than to principle, So far—whether or not attributable to the civil- 
service system—food and drug administrators have been of the high- 
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est calibre, thoroughly honest, and dedicated to their goal of protec- 
tion of public health. 


| would not have you think that the industry is universally satis- 
fied with the Food and Drug Administration. In interpretation and 
enforcement, the agency often nears the outer periphery of the stat- 
ute’s meaning. It has explored the limits of its factory-inspection 
powers. It has continued antibiotic batch-testing beyond the time con- 
templated when the antibiotic certification law was enacted. Its legis- 
lative ambitions have tended toward a licensing rather than a policing 
form of control. It sought the power to decree which drugs should 
and should not be sold on prescription. It would like to batch-control 
all new antibiotics. It has campaigned for a prior-approval power over 
intentional and incidental food additives. 


Some would say this is New and Fair Dealism, and’ out of line 
with new administration policy. I do not believe that it is, although 
it may get farther under regimes more favorable to it. It is more a 
‘ virile and aggressive handling of a public-health measure—perhaps 
more aggressive than it should be, because its administrators are so 
conscious of the useful purpose of their calling. It is not a! damn-busi- 
ness attitude which might more legitimately be called a political policy. 


But to the extent that the general approach of the Food and Drug 
Administration in recent years does reflect policies of the previous 
administration, that general approach should now reflect the policies 
of this one. It can, and it should. In fact, unless the Department of 
Health, Education, and Welfare is to have final responsibility for the 
general policy of the Food and Drug Administration, neither the agency 
nor the industry can long maintain that the position of the Commis- 


sioner remain under civil service. 


The importance of the Federal Food, Drug, and Cosmetic Act in 
the protection of our citizens demands objective and impartial admin- 
istration by persons having extensive technical and enforcement back- 
ground. Its administrators must be insulated from political pressures, 
and its career people encouraged to move up through the ranks. It is 
an agency particularly deserving the protection of the civil-service 
merit system. At the same time, its administrators, while policy-mak- 
ing officials, for the most part make decisions involving scientific and 
technical judgment, far removed from the political arena. 
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Therefore, failure to recognize that the Department of Health, 
Education, and Welfare is responsible for the general guiding policies 
of the Food and Drug Administration—or what is equally bad, a short- 
term political motivation that would remove the Food and Drug 
Administration from the career service despite the Department's 
assuming of such responsibility—will ill serve the public and the indus- 
try. Once the Commissioner’s position is a politically appointive one, 
he may be an industry or professional man, and he may or may not be 
biased. He also may be a politician or a food faddist. 


Conclusion 


Upon reflection, | think most members of the affected industry 
will take their chances with an experienced Commissioner who can be 
counted on to treat all fairly rather than with one who is more relaxed 
or less devoted but prone to outside pressures. An industry which 
gains by virtue of regulating law, will gain by objective and aggressive 
enforcement. On balance, it will be more likely to get that from an 
administrative agency guided by civil-service career men who have 


worked their way through the ranks, and composed of ranks conscious 
of the fact that they may some day guide the agency. 


It is probably true that a career agency tends to crusade and to favor 
its own growth. General policy guidance from above is a natural 
counterbalance to this and is in accord with merit-system principles. 
But altogether apart from the policies of political administrations— 
and administrations change—the food, drug and cosmetic industry 
must supply its own defenses to the developing of a food and drug law 
that tends to operate as a licensing more than a policing measure. The 
industry’s vigor and optimism, and its continued belief in its own 
public-health responsibilities, deserves full weight in the balance of 
public protection. If it will be fearless and articulate before the courts 
and the legislature, it has nothing to lose—and everything to gain- 
from a career enforcement agency, maintained that way by the federal 
civil-service system. [The End] 








The Imitation Jam Decision 





In This Paper, Presented Before the ABA Meeting on August 26, 
1953, the Author Discusses Action Which Has Been Begun to Offset 
the Decision of the United States Supreme Court in the Jam Case. 
He Calls Attention to One Thing Which the O'Hara Bill Does Not Do 


GREAT DEAL has been said about the decision of the Su- 

preme Court in the /mitation Jam case and about the need for 
taking some action to offset it. We are in the happy position of being 
able to go a step farther and tell you that we have done something 
about it. At least we have made a start. 


A bill has been drafted and introduced, and the issue is now before 
Congress in the form of a proposed amendment of Section 403 (c) of 
the Federal Food, Drug, and Cosmetic Act. The bill is H. R. 2739. 
It was introduced February 6, 1953, by Mr. O'Hara and is now pending 
before the House Committee on Interstate and Foreign Commerce. 


Economic adulteration of foods is by no means new, and dairy 
products have come in for their fair share. F. Leslie Hart, in the 
January, 1952 issue of the Foop Druc Cosmetic Law JourRNAL, de- 
scribes conditions which existed in France during the nineteenth century. 
Butter was cheapened by addition of chalk, potato starch or meal, and 
veal fat. Milk was skimmed, with starch paste, gelatin or gum added 
to restore its body, and with yellow color added to conceal the blue 
tint caused by skimming. The same author reports that in 1880 some 
73 per cent of the milk supply for Buffalo, New York, was watered. 


We have come a long way in the intervening years, and such 
crude adulterations are no longer practiced. But a constant effort is 
required to prevent more subtle ones from taking their place. 


Dairy farmers and the dairy industry have continually sought to 
improve the quality of dairy products, and we are justly proud of the 
progress that has been made in that respect. Dairymen led the way 
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in setting up federal standards for foods. A standard for butter which 
names the ingredients that may be used and excludes all others was 
enacted into federal law March 4, 1923. Standards for canned goods 
followed in 1930, but it was not until 15 years later that a compre- 
hensive system of standards for other foods was authorized by the 
Federal Food, Drug, and Cosmetic Act. The butter standard and 
the beneficial effect which it had had on the market served as a shining ex- 
ample, and thus played an important part in the passage of the later Act. 


One of the factors which led to the adoption of the butter standard 
was the confusion and turmoil that resulted from the lack of a uniform 
butterfat content for butter. A Senate report in the Seventy-fourth 
Congress (No. 361, First Session) describes this condition as follows: 


In the absence of a standard for butter there existed, before Congress 
acted, a most chaotic condition in the sale of this commodity. Butter was found 
on the market with a fat content varying from about 66 to 85 percent or more. 
Some manufacturers deliberately worked water into their product, thus obtaining 
butter prices for water and at the same time curtailing the market for the 
dairy-farmers’ butterfat. The passage of the definition and standard of identity 
for butter cleared up this chaotic condition to the advantage of producers of 
milk fat and of manufacturers, distributors, and consumers of butter. Any 
product which does not meet the definition of source, or which falls below the 
80-percent fat prescribed, can no longer be sold as butter. Conditions similar 
to those which prevailed with respect to butter exist today with many other food 
commodities and can be corrected only by the action here authorized. . . . This 
will be particularly true of manufactured products composed of two or more 
ingredients of different values . 


In addition to statutory standards for butter and nonfat dry 
milk solids, standards have been established under the Federal Food, 
Drug, and Cosmetic Act for cream, evaporated milk, condensed milk, 
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powdered skim milk, and cheese. Standards for ice @eam %re under 
consideration by the Food and Drug Administration. 


Possible Effect on Integrity of Food Standards 

We are interested in the /mitation Jam case decision because of 
the effect which we fear it may have on the integrity of food standards. 
Under that decision, substandard foods, with little or no control under 
the misbranding section as to quality, can be sold in interstate com- 
merce, provided they are labeled as imitations. Whether the quality 
of imitation products can be effectively regulated under other provi- 
sions of the Act remains to be seen. Possibly some of the same 
problems will be encountered which made it difficult to regulate the 
quality of fancifully named products under the 1906 Act. For example, 
how can you show that a valuable constituent, butterfat, has been 
abstracted from imitation butter, if there is no prescribed percentage 
for butterfat in imitation butter? 

Competition with less costly imitations will make it more difficult 
and less desirable for producers of standardized products to meet the 
requirements of the standards. Lack of uniformity in the quality of 
substandard products will confuse consumers and provide an oppor- 
tunity for the unscrupulous to deceive and cheat them. Low-quality 
imitations will arouse consumer distaste for a product, which will be 
reflected to some extent against the standardized grades. 


Increased Vulnerability to Imitation and Substandard Products 


We are also interested in the /mitation Jam case decision because 
we fear it will have a tendency to encourage the production and sale 
of imitation and substandard dairy products. The dairy industry 
seems to be peculiarly vulnerable to, and plagued by, imitations. 
This is due in a large measure to the ease with which low-cost 
vegetable oil can be substituted for higher-priced butterfat in dairy 
products. The difference in the cost of producing these two ingredients 
is substantial, one being a vegetable product and the other being an 
animal product. Possibly we ought to conider it an honor to be 
imitated, because historically it has been the desirable and prized 
objects which have been imitated. 

Imitations of dairy products have been developed to such a high 
degree and in such detail that in many cases consumers have difficulty 
in distinguishing between the imitations and the genuine articles. 
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This conditionts conducive to confusion and substitution, particularly 
in €onnection ‘with bulk sales or individual servings where the con- 
sumer does not have an opportunity, to see the label. And, of course, 
there are still with us'a few manufacturers who are not above sub- 
stituting cheaper‘oils for butterfat and selling the resulting products 
for and at the price of genuine dairy products. The /mitation Jam 
case, by encouraging the production of a greater volume of imitations, 
widens the opportunity for this type of economic fraud. 


Substandard Products Labeled as Imitations 

Under the rule laid down in the /mitation Jam case, substandard 
products labeled as imitations would not have to be uniform as to 
quality, and the same confused and chaotic condition that prevailed 
before the butter standard was adopted may result with respect to the 
imitations. For example, the butterfat content of imitation dairy 
products could vary widely and cheaper ingredients could be substi 
tuted in various percentages for the more expensive ones. Accurate 
labeling would not eliminate the opportunity to take advantage of 
consumers. The imitations would be sold to a large extent to low- 
income groups. What good would it do for an imitation butter label 
to state truthfully that the product contained 65 per cent butterfat, 
if the consumer did not know whether that was good or bad? With 
modern chemistry and modern manyfacturing methods, imitators 
would have a field day in developing substandard products which 
would look like, taste like, smell like and be packaged like dairy prod- 
ucts, and which would be offered to consumers as something just as 
good as the standardized articles. 

The decision of the Supreme Court raises again the whole ques- 
tion of whether we should have standards for foods and, if so, the 
extent to which the standards should be applied. One of the principal 
objectives of the present law was to maintain the integrity of foods 
by authorizing standards. Now the integrity of the standards, as 
well as that of the foods, is threatened. 


We tried enforcing a pure food and drug law without standards 
from 1906 to 1938. The results are well stated in the following quota- 
tion from Senate Report 361, Seventy-fourth Congress, First Session: 


The absence of definitions and standards of identity has seriously handi- 
capped the effective operation of the present law in maintaining the integrity 
of our food supply. The provisions of the present law, as well as those of this 
bill, dealing with so-called “economic adulteration,” that is, the cheapening of 
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foods either through lessening the quantities of valuable constituents or through 
the substitution of cheaper constituents, require definitions and standards whereby 
the article can be judged. For example, under the present law, and under the 
bill, a food is defined as adulterated if any substance has been mixed or packed 
with it so as to reduce its quality or if any substance has been substituted wholly 
or in part therefor. These provisions in themselves imply the existence of 
definitions and standards of identity, since no one can tell when an article 
is adulterated under them without first determining definitely what constitutes 
the unadulterated product. 

We also tried unsuccessfully under the 1906 Act, and abandoned 
in 1938, the manufacture and sale of substandard products under 
fanciful names. Surely, much the same difficulty will result from the 


manufacture and sale of similar articles labeled as imitations. 


Protection for Producers of Quality Foods 


If we are going to have standards, they should be good ones and 
they ought to be protected against substandard imitations. Pro- 
ducers of quality foods who have worked for many years to develop 
a good product and who are ‘continuing to work for better quality 
should be entitled to some consideration as against imitators and 
producers of substandard goods. There would be nothing unreason- 
able or unfair in requiring an imitation product to have at ieast one 
original feature that would clearly distinguish it from the food imitated. 
By the same token, it is quite unfair to permit a quality food to be 
imitated down to the last detail. 


Standardized foods should be protected against imitations as an 
incentive to the production of quality food and as compensation for 
meeting the requirements of the standards. Thus the standards would 
be worth striving for and would be a goal which, when attained, would 
be an asset and not a burden. 


Different grades of foods are desirable in many cases to serve 
different purposes and to serve different income groups. Wherever it 
would serve a useful purpose to have on the market different grades 
of a standardized food, it would be much better to provide standards 
for the various grades than to permit substandard products to be 
marketed as imitations without adequate regulation as to quality and 
uniformity. 


It has been earnestly argued that the control of imitations will 
stifle the development of new products. This argument overlooks the 
important distinction between an original new product and a more 
cheaply produced imitation of an old one. 
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There is nothing in the arguments I have made, nor in the bill 
we have offered, which would adversely affect the development of 
original new products. This is because such products would not be 
imitations and therefore would not be covered by the proposed legis- 
lation. Neither is there anything in what I have said, nor in the 
O’Hara bill, which would hamper a manufacturer in putting on the 
market a standardized food at the lowest possible cost, provided he 
did not cut corners in the quality or quantity of the ingredients. 


The O’Hara bill would reach two types of products: those which 
are substandard, such as butter or cheese containing less than the 
required percentage of butterfat; and those which are direct imita- 
tions, made from less costly ingredients and carefully designed to 
resemble in every detail a more valuable product. 


It isn’t necessary to the development of a new product that it be 
permitted to imitate exactly an old established one. Plastics is a 
good example. It has not been necessary to make plastic garden hose 
in complete imitation of rubber garden hose. Neither has it been 
necessary for plastic upholstering material to completely imitate 
leather or mohair. Plastic dinnerware which can be clearly dis- 


tinguished from china has won consumer acceptance on its own merits. 


There is one benefit, however, to be gained by making a new 
product in complete imitation of an established one. That is the 
advantage resulting to an imitation from the good will and consumer 
acceptance which has been built up for the older product. 


Packaging Copied, Too 

That this may be one of the factors influencing the development 
of complete imitations is indicated by the fact that the imitators copy 
not only the characteristcs of a food but also the details of its packag- 
ing. For example, in the Chil-Zert case, the court pointed out that 
the product there involved not only resembled ice cream in appear- 
ance, color, taste, texture, body, and melting qualities, but that, in 
addition, it was packaged and offered for sale in containers of the 
same size, shape and description as those used in the packaging and 
selling of ice cream. 

We were getting along very well under the rule which prevailed 
before the decision of the Supreme Court in the /mitation Jam case. 
We ought to go back to that rule and give it a further trial. 
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That is the object we had in mind when we assisted in the draft- 
ing and urged the introduction of the O’Hara bill. Its purpose is to 
offset the effect of the /mitation Jam case. It provides a different rule 
for standardized and nonstandardized foods. The nonstandardized 
foods could be imitated provided the imitation products were properly 
labeled. That is in line with the rule which prevailed prior to the 
Supreme Court decision. Imitations of standardized foods could not 
be sold in interstate commerce without first obtaining a standard 


for themselves. 


Text of Amendment 
The bill would amend Section 403 of the Federal Food, Drug, 
and Cosmetic Act to read as follows: 


A food shall be deemed to be misbranded— 


(c) (1) If it is an imitation of a food, other than one for which a definition 
and standard of identity has been established, unless its label bears, in type of 
uniform size and prominence, the word “imitation” and, immediately thereafter, 
the name of the food imitated; or 

(2) If it is an imitation of a food for which a definition and standard 
of identity has been established, unless it conforms to a definition and standard 
of identity. 

As used in this subsection (c), the term “definition and standard of identity” 
means any definition and standard of identity established pursuant to authority 
of this Act or by law, including the Act of March 4, 1923 (42 Stat. 1500, 21 
U. S. C., sec. 321a), and the Act of March 2, 1944 (58 Stat. 108, 21 U. S. C., 
sec. 321c). 


Proposal to Tighten O'Hara Bill 


There is one important thing which the O'Hara bill does not do. 
It does not require future standards for products which would other- 
wise be in imitation of a standardized food to prescribe at least one 
clearly distinguishing feature, so consumers would not be confused, 
and so fraudulent substitution could not be so easily made. 


Such a provision would protect standardized foods against com- 
plete and total imitation, would impose no unreasonable burden on the 
imitators and would be a long step forward in the promotion of good 
food, honestly and fairly produced and sold. [The End] 














The Pharmacopoeia 
Stands at the Bar 


By SOL. A. HERZOG 


In the Statutes of All of the States, the Official Compendium 
Is Solidly Established and Has Been for Many Years. Stote v. 
Wakeen (Wisconsin, 1953) Must Be Regarded as a Landmark Case 


FIYHE CHRONOLOGY of the United States Pharmacopoeia is a long 

one. This nation was young indeed—and small—and undevel- 
oped when, in 1820, the first pharmacopoeial convention was held 
in Washington. The publication that resulted from that meeting 
has been since issued continuously, with, at first, decennial revision and 
now with revision at five-year intervals. 

Parallel with its pre-eminent status in the field of medicine, the 
United States Pharmacopoeia, together with the National Formulary, 
has today acquired considerable legislative status. Imbedded within 
the statutes of all of the states are found references to the United States 
Pharmacopoeia, and, probably in most of them, to the National Formu- 
lary as well, as constituting the standards of strength, quality and 
purity for a great host of medicinal articles.’ Federal legislation is to 
the same effect.” 

These statutory references are usually dual in content. One 
drug,” the other as a 


“ 


portion is utilized as a definition of the term 
criterion for determining adulteration and misbranding. 


The definition in the federal statute is adequately illustrative 
to serve as a prototype: 


The term “drug” means (1) articles recognized in the official United States 
Pharmacopoeia, official Homoeopathic Pharmacopoeia of the United States, or 
official National Formulary, or any supplement to any of them; and (2) articles 
intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease 
in man or other animals; and (3) articles (other than food) intended to affect 


1See ‘Appendix’ at end of article. statute was to the same effect. 34 Stat. 768, 
2Act of June 25, 1938, 52 Stat. 1040, 21 USCA Sees. 1-215. 3 
21 USCA Secs. 301-392. The earlier (1906) 
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the structure or any function of the body of man or other a.imals; and (4) articles 
intended for use as a component of any article specified in clause (1), (2), or (3); 
but does not include devices or their components, parts, or accessories." 


Variations may be found—for example, use of the term “revi- 
‘supplement.” It may be, too, that some of the 


‘ 


sion” in place of 


statutes omit both “supplement” and “revision” in their definitions,‘ 
although in all probability the greater number by far of current 
statutory definitions are not left thus incapable of progeneration. 


Again, for illustrative purposes respecting adulteration and mis- 
branding, resort may be had to the federal provisions. After first 
defining “official compendium” as meaning the official United States 
Pharmacopoeia, the Homeopathic Pharmacopoeia of the: United States, 
the official National Formulary “or any supplement to any of them,” ® 
adulteration is deemed to occur: 


If it [drug or device] purports to be or is represented as a drug the name 
of which is recognized in an official compendium, and its strength differs from, 
or its quality or purity falls below, the standard set forth in such compendium.° 

Misbranding of a drug or device similarly occurs: 

If it purports to be a drug the name of which is recognized in an official 
compendium, unless it is packaged and labeled as prescribed therein ... 2’ 


In the statutes, then, the official compendium is thus solidly 
established and has been for many years. In the great body of 
judicial utterances relating to, concerning or affecting the almost 
infinite variety of situations that can and does arise having to do 
with pharmacy, comparatively little is found that deals with the 
compendium. An important reason for this may be that it seldom 
occurs to anyone to question the status of the United States Pharma- 
copoeia or of the National Formulary. There they stand, and few dare 





3 21 USCA Sec. 321(g). 5 21 USCA Sec. 321(j). 
* Mention will be made below of judicial * 21 USCA Sec. 351(b). 
attitude respecting such situations. 721 USCA Sec. 352(g). 
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to say them nay. Though some question infrequently had been raised 
that perhaps their position was not quite akin to that of Gibraltar, no 
court of record had, until quite recently, nullified their standing. 

Hence, a great wave of shock traversed the world of pharmacy 
when the tidings circulated that on July 25, 1952, an intermediate 
appellate court in Wisconsin had ruled that the definition of “drug” in 
a state statute, established by reference to the compendium, was 
invalid on constitutional grounds.* Similarly great was the sigh of 
relief exhaled months later, when the Supreme Court of Wisconsir 
reversed.® 

Facts of Wakeen Case 

The facts may be briefly stated: Defendant operated a grocery 
store in La Crosse. He was not a pharmacist nor did he at any time 
employ one. Over his counter he sold aspirin, camphorated oil and 
milk of magnesia. These were sold in original, unopened packages, 
labelled “U. S. P.” Each of these articles is listed in the United States 
Pharmacopoeia as a drug. 

Following the sale, a warrant issued, based upon a complaint 
alleging that defendant: 

. on the 13th day of March, 1951 at the city of La Crosse in La Crosse County, 
State of Wisconsin did unlawfully, willfully and feloniously sell or dispense drugs 
or medicine in the City of five hundred (500) or more inhabitants, to wit: 
La Crosse, Wisconsin, without being a duly registered Pharmacist and did at the 
said time and place conduct a place of business therefor to wit: WAKEEN’S 
GROCERY, without a registered Pharmacist in charge... .” 

The complaint did not itemize the drugs sold, but their identity 
was disclosed in the certificate of conviction. The defendant was fined 
$50 and taxed costs and, in default of payment, sentenced to 30 days 
in the county jail. 

Notice of appeal to the Circuit Court of La Crosse County was 
filed on the day of conviction—March 19, 1951. In that court defend- 
ant moved to dismiss the complaint against him, stating two grounds 
for his motion. He contended (1) that the three articles were pro- 
prietary medicines, and hence exempt from the provisions restricting 
sale of drugs to professional personnel, and (2) that the statute in 
which both the definition of the term “drug” and the restriction 
were included was unconstitutional. Three reasons were stated 





*This decision is apparently not re- Wis. 401, 57 N. W. (2d) 364 (March 3. 
ported. It was the statute that was held 1953). 
unconstitutional—not the compendium. ” Record on appeal, p. 1. 

* State v. Wakeen, CCH FOOD DRUG 
COSMETIC LAW REPORTS { 85,137, 263 
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for this: that the statute constituted an unlawful delegation of legis- 
lative power; the statute was arbitrary and discriminatory; the 
statute was indefinite and meaningless. 

A $50 fine or 30 days in jail certainly is neither! 

Pursuant to Wisconsin practice, the court heard testimony, over 
the objection of the state, “in order to establish a factual basis for this 
motion.” Witnesses on behalf of both sides were heard and were 
cross-examined ; in effect a trial was had. Obviously, this testimony 
was concerned only with the first of the two grounds of the motion 
to dismiss, for that alone presented an issue of fact. Much of the 
testimony is of interest, but limitation of space compels a _ rigid 
selectivity. Hence only the limited portion bearing directly upon 
the compendium is quoted: 


In other words, anything outside of the drugs listed in either H. P., N. F., 
and U. S. P. is considered a proprietary medicine. We do not enforce the statute 
on any items outside of those listed in the three publications. . . . I have been 
instructed by my board that if it is in the U. S. P. or any one of the other 
volumes, it is assumed that it is intended for medicinal use. . . . The policy 
adopted by the State Board of Pharmacy is that anything listed in any of the 
three publications, when used for proprietary purposes, is a drug.” 


Other witnesses testified as experts. Much of their testimony 
had to do with analysis of various items listed in the compendium and 
which are also generally sold in nonregistered establishments. Con- 
siderable time was devoted also to the effort to attribute content to 
the term “intended” as used in the statutory definition of “drug.” 

There appeared also the ubiquitous private detective who had 
been engaged by defendant to make purchases of these same items. 
He testified to the now-familiar story that he had purchased items 
listed in the compendium either from nonprofessional sales personnel 
or in self-service departments of phramacies. ; 

Little of this, however, availed the defendant (by now the re- 
spondent) as to this particular question of exclusion. The inter- 
mediate appellate court came to the conclusion that these three items 
are not proprietaries, that they are drugs, and hence they are within 
the scope of the statute. However, in the very next breath that 
same court disclosed that it had fully accepted the argument of 
unconstitutionality urged by the defendant and, in consequence, 
dismissed the complaint.” 


"™ Testimony of Sylvester Dretzka, sec- mane to the immediate topic of discussion; 
retary of the Wisconsin State Board of consequently no further reference will be 
Pharmacy. made to it here. 

"The ‘“‘proprietary’’ phase of this de- 
cision, while of great interest, is not ger- 
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The lower court based its holding upon one specific ground and 
one only, to wit, that the definition * is unconstitutional : 


insofar as it delegates to private persons, the authors of these pharma- 
ceutical compendia, the authority to determine, after the enactment of the statute, 
what articles do or do not constitute drugs. [Italics supplied.] 

As to the other two bases for unconstitutionality urged by 
defendant—that the statute is vague and indefinite, also arbitrary and 
discriminatory, thus acting to deprive defendant of property without 
due process of law and to deny him the equal protection of the law- 
the lower court was silent. It will suffice to note what the Wisconsin 
Supreme Court said concerning this: 

There is nothing persuasive in the arguments he [defendant] advances. His 
contentions were inferentially dismissed by the trial court, and we will not burden 
this opinion with any detailed discussion of them.” 

The embattled issue then was narrowly focalized—that in 1939, 
when the Wisconsin legislature enacted the statute that included this 
definition, it sought to pass on to others its legislative function; and 
that it may not do."® 

Indeed, the actual issue was even more closely pinpointed. The 
definition, it will be noted, oriented itself not only on the United States 
Pharmacopoeia and the National Formulary, but on “any supplement 
to any of them.” Consequently, what constitutes a drug under Wis- 
consin law was to be determined not merely by the listings as con- 
tained in the compendium of 1939, the date when the statute was 
enacted, but also by what might be listed therein in official supple- 
ments or revisions issued subsequent thereto. 

Defendant split his constitutional objection in two—and virtually 
abandoned one of the halves."* Said the defendant: 


It may be contended with ‘some merit that at the time of the enactment of 
this statute in 1939, the legislature approved the specific items listed and, there- 
fore, did not delegate power to the compilers of the three compendiums. It is 
apparent, however, that the provision regarding supplements indicates an inten- 
tion to prohibit not only the sale of those drugs listed in 1939 but of any drugs 
subsequently added by the responsible organizations. It can hardly be seriously 
contended that the legislature intended to base their enactment upon only one 





* Wisconsin Stats. Sec. 151.06. This defi- 
nition is virtually the same as that in the 
federal Act, cited at footnote 3. 

™ Nor will the writer. Case 
footnote 9, at p. 370. 

% Appellant's (the Board's) brief specifi- 
cally ignored the Homeopathic Pharma- 
copoeia and limited its discussion to the 
United States Pharmacopoeia and the Na- 
tional Formulary. Respondent made no 
reference at all to the Homeopathic Phar- 
macopoeia. 


cited at 


% There was considerable discussion, both 
in the hearing below on the motion to 
dismiss and in the briefs on appeal, of 
the word “‘intended,’’ and of the fact that 
the compendium lists items quite generally 
used for nonmedicinal purposes. That too, 
while of great interest, is not pertinent to 
the immediate topic and, hence, will not 
be pursued further. 
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issue of these publications which might shortly become completely obsolete. 
Obviously, the legislature was aware of the continuous development in the field 
of drugs and therapeutics. 

By so doing, the legislature has authorized associations without the State of 
Wisconsin and without responsibility of any kind to any public official or public 
body within the State of Wisconsin to determine what may be sold only by a 
pharmacist.” 

Apropos of this, the supreme court remarked: “The defendant 
points to no particular provision of the Wisconsin constitution that 
was violated when the legislature enacted the statute now challenged.” 
(Italics supplied.)'* The actual point, then, at bar, and alone here 
decided, turns solely about the phrase “or any supplement to any of 
them,” that is, the prospective effect of the statute. 


However, this situation was forced upon the state. The opinion 
of the lower court discloses that, initially, the state sought no deter- 
mination validating in futuro, as definition, listings yet to be compiled: 
“The state contends that it was the intention of the legis- 
lature to include the three publications and only the supplements 
thereto in existence at that time.” (Italics supplied.)*® That court 
rejected the contention as unsound, and not one that could properly 


be ascertained from the wording of the provision: 


This interpretation cannot be read from the statute. The statute reads “and 
to any supplement to any of them.”” If the legislature had intended only the 
existing supplements it might well have enacted the statute to read, “and the 
existing supplements to any of them.” ™ 


Two further excerpts from the opinion of the court below should 
be set forth, for they highlight the issue as finally determined by 
the supreme court: 


It is the opinion of the court that the statute is unconstitutional and void 
insofar as it delegates to private persons, the authors of these pharmaceutical 
compendia, the authority to determine, after the enactment of the statute, what 
articles do or do not constitute drugs. 


Further on, this is quite significant: 


In the case at hand it is to be remembered that the delegation of power to 
define drugs is not given to an administrative agency, but to associations of 
private persons over whom the legislature has no control at all. They can, after 
the enactment of the statute, make determinations which subject persons in 
competitive businesses to criminal prosecutions. While it can readily be assumed 
that the purposes of the associations and that the ethics of the individuals com- 
prising them are on the highest plane, it still remains that the legislature has no 
control over them. The delegation in the statute is void. 





"™ Respondent's brief, pp. 17-18. * This is not quite accurate: the phrase 
* Cited at footnote 9, at p. 367. is ‘“‘or any supplement to any of them.”’ 
* Record on appeal, p. 12, from the 7 Record on appeal, pp. 10, 12. 

opinion of the lower court. 
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In passing it may be stated that this same court was completely 
satisfied that the statute was not vulnerable to attack upon any other 
constitutional grounds. 


Apparently, and fortunately, on the appeal the state abandoned 
its earlier position. “Apparently” is the proper term, for nowhere in its 
brief did the state say so categorically. Indeed, there is no mention 
at all of it. Its argument wag limited to pointing out the Con- 
gressional recognition in the 1906 and 1938 Acts, necting some half a 
dozen decisions in which a similar definition had bein included in a 
statute before a court,” and finally the contention: 

In professional and scientific matters legislatures and administrative bodies 
frequently rely upon private agencies in the matter of establishing standards.” 

This last-noted contention, however, hardly confronted the issue 
squarely. 


‘Patriotic’ Argument of Respondent 


Respondent, however, as already indicated, labored the point 
vigorously. To his contention he coupled what may perhaps be 
termed a kind of chauvinistic argument. The phrase “without the 
State of Wisconsin” is repeated, as descriptive of the situs of those 
responsible for publishing the United States Pharmacopoeia and the 
National Formulary. In addition, his brief stressed: “No member of 
the present general committee on revision or of the board of trustees 
or of the executive offices [sic] is a resident of the State of Wisconsin” 
(referring to the United States Pharmacopoeia). And: “Only one 
member of its official body is a resident of the State of Wisconsin” 
(referring to the National Formulary). Perhaps it is a bit unfair, but 
the inference seems to be that were the source of the compendia 
resident within the state, objection would not lie. 


The Pharmacopoeial Convention, in its brief, amicus curiae, gave 
a conclusive answer to this appeal to local patriotism: 


We will not belabor the obvious point that no separate agency, set up in 
Wisconsin or any other state, could bring to its work the resources and technical 
qualifications devoted to the preparation and revision of the U. S. P. 


At the best, the administrative agencies would become rubber stamps and 
accept the Supplements and revised editions as published by the U. S. P. Con- 
vention. Even then, there would be substantial delays and confusion. The 
changes effected by a Supplement would be acted on at different times in differ-, 
ent states and some states would still be on the old standard after others had 
adopted the new. 





* These cases are discussed below. * Appellant's brief, p. 30. 
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All hands agreed that a legislature “may not delegate its power 
to make a law.” ** That phase presented no controversy. What had 
to be determined here was whether the Wisconsin legislature had, 
in this particular instance, done that very thing. Force is added to 
respondent’s argument, and that of the court below, that the legis- 
lature had here remitted to private agencies the function to delineate, 
from time to time in the future, what constitutes a restricted drug, 
when it is realized that the sale of a drug in contravention of the 
statute is a crime. In effect, defenda::t contended that inclusions in 
the periodic revisions created new crimes, just as deletions eliminated 
old ones—something that the legislature only is empowered to do. 

The Supreme Court of Wisconsin, however, was not too troubled 
by this. It said: 

This court has recognized also the rule that the legislature may enact a 
statute, the operation of which is dependent on the happening of a contingency 
fixed therein, and that such contingency may consist of the determination of some 
fact, even if said fact is determined by private individuals.” 

Elucidating its position further, the court quoted with approval 
the statement that: 

the constitutional inhibition against delegating legislative authority does 
not deny to the legislature the necessary resources of flexibility and practicality, 
enabling it to lay down policies and establish standards, while leaving to selected 
instrumentalities the making of subordinate rules within prescribed limits and 
the determination of facts to which the policy as declared by the legislature shall 
apply. 

Another statement quoted with approval was: 

The legislature cannot delegate its power to make a law; but it can make 
a law to delegate a power to determine some fact or state of things upon which 
the law makes, or intends to make, its own action depend.” 

Genuinely close is the analogy afforded by statutory provisions 
relating to qualification and licensing of persons seeking admission 
to the practice of professions, such as doctors, dentists and lawyers.” 


From its analysis of leading cases respecting such situations, and in 


line with its prior enunciation of the dividing line between true 
delegation of legislature power (invalid) and delegation of fact deter- 











* Cited at footnote 9, at p. 367. 

* Cited at footnote 9, at p. 367. The 
court referred to the state ‘‘fair trade act’’ 
as “‘illustrative.”’ The analogy hardly 
seems apt. No criminal penalty is pro- 
vided; the state does not enforce; it merely 
declares a marketing policy and throws 
open its courts to the private individuals 
concerned so that they may adjudicate the 
matter, but they do so only privately 
inter 8e. 


* Cited at footnote 9, at p. 368. The 
ouotation was taken from an annotation in 
79 L. Ed. 481. 

*% This point was ably presented in the 
briefs both of the state and of the United 
States Pharmocopoeial Convention, amicus 
curiae. It was a happy circumstance that 
the high court accepted the validity of the 
argument. 











PHARMACOPOEIA STANDS AT THE BAR PAGE 107 


mination (valid), the court concluded: “This is not a case of the 
delegation of legislative powers.” ** 

The court, however, was not content tmecrely to announce its 
conclusion, or to make a decision based solely upon principle and 
analogous precedent. Paying tribute to the “integrity and high 
standards of the USP Convention,” the court went on to say: 

In the present case we have a cymplete act of the legislature which was not, 
at the time of its passage, dependent on the act of any other person or organi- 
zation, but provided for the inclusion of articles discovered in the future with 
the advancement of science. It should not be held void because it ‘provides for 
the inclusion of new discoveries, if approved by persons most eminent in the 
profession who are most interested in maintaining the highest standards known 
or to be known to science.” 


Pointing out that the compendia “are published independently of 
the statute and not in response to it,” and that they “were published 
before the enactment of our statute and for an entirely different 
purpose,” the court bestowed the final accolade: 

Because of the eminence of the compilers, these books have been recognized 
as standards by the congress of the United States and by the legislatures of all 
forty-eight states, at least, as far as the United States Pharmacopoeia is con- 
cerned.” ’ 


U. S. v. Lehn & Fink 


As pointed out in the argument, the United States Pharmacopoeia, 
while an infrequent visitor to the courts, was by no means there 
Though not referred to in the opinion, the decision in 
U. S. v. Lehn & Fink™ bears closely upon the focal point involved. 
Defendants there were charged with having shipped a drug (jalap) 


unknown. 


alleged to be adulterated because “sold under and by a name recog- 
nized in the United States Pharmacopoeia or National Formulary, and 
it differs from the standard of strength, quality and purity as deter- 
mined by the test laid down in (said Pharmacopoeia) official at the 
time of investigation.” 

Two of the questions of law raised there by defendants’ demurrers 
warrant a moment’s pause. The one is that the provision cited was 
unconstitutional as being ex post facto, the other that that same pro- 


refers only to the legislative adoption and 
not to any other phase of the matter. 





* Cited at footnote 9, at p. 369. 
™ Cited at footnote 9, at p. 369. 


* Cited at footnote 9, at p. 369. This 
final fine distinction should not be taken 
too literally. It is a fair inference that 
this decision is equally applicable to the 
National Formulary as well, and that the 
restriction apparently voiced by ‘‘at least’’ 


" Decided in 1911, not officially reported: 
cited in the brief of the United States 
Pharmacopoeial Convention, amicus Curiae ; 
to be found in Decisions of Courts in Cases 
Under the Federal Food and Drug Act, 
Vol. 1, p. 229. 
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vision was unconstitutional as containing an improper delegation of 
legislative authority. The first was not even adverted to in the Wakeen 
case, although it does seem to contain an argument that might have 
been helpful to defendant. In the Lehn & Fink case it was urged: 
“The book called a Pharmacopoeia changes from time to time.” 
Thus a shipment innocent when made may have been converted into 
a criminal offense later by reason of changes in the standards and 
tests. Judge Hough resolved that situation finally by holding that 
no conviction can be had under the act ** “unless it is shown by com- 
petent evidence that (in this instance) the drug when shipped was 
adulterated within the meaning of the act”—that is, according to the 
standard of the then-current compendium. 


The problem of the delegation of legislative power was similarly 
resolved in favor of the statute. Quoting the same passage utilized 
some 42 years later by the Wisconsin Supreme Court, Judge Hough 
summarily, almost brusquely, rejected this ground of the demurrer: 


To me there could not be a plainer instance than this act of the legislature’s 
having made a complete and perfect criminal statute, not dependent at the time 
of its passage on the act of any other power or person and of then providing for 
changes in the meaning of the word “adulterated”; a word which in the nature 
of things may and should change its signification with advancing knowledge or 
increasing civilization. 

Even so, the Lehn & Fink decision is hardly squarely in point, 
though it is indeed closely related. It is one thing to establish— 
by reference to the United States Pharmacopoecia—a standard of purity, 
quality and strength, and so say that as the standard in the reference 
changes from time to time, so must performance in order to avoid a 
violation. It is quite different to limit the sale of drugs to a restricted 
class and then define drugs by reference to a standard that does not 
remain constant. The first is largely a matter of degree. The 
second is one of substance. The changes in the standards whereby 
purity, quality and strength are to be determined neither include nor 
delete any item or article from the purview of the statute—merely 
that the same thing may or may not be adulterated as of a given 
moment. The changes in listing, as the compendia are revised from 
time to time, may well, and largely do, include or delete, in toto, items 
from the category of drugs. This effects a basic change in what is 
essentially a criminal statute. It profoundly affects also those sections 
of the statute, and again from the viewpoint of substance, either 





* The original Food and Drug Act, cited 
above, footnote 2. 
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permitting or forbidding the sale of articles except in accordance 
with certain conditions, for example, only under supervision of 
licensed personnel. 


This analysis but points up the significance of the Wakeen deci- 
sion. The result there reached resolves these very questions—and 
resolves them in favor of professional pharmacy. So far as is known, 
no earlier case had squarely grappled with these questions nor even 
inferentially so decided. 


The three federal court decisions cited by the. state ** concern 
the same statute as did U. S. v. Lehn & Fink. U. S. v. Frank involved 
alleged adulterated and misbranded food. There is less to its dictum 
“if the Pharmacopoeia or National Formulary says something is a drug, 
it is a drug under the meaning of the Act” “ than meets the eye. 


U. S. v. Hopkins ** went off on a procedural point that a “medicinal 
dose” of the drug involved was not to be found in the Pharmacopoeia then 
current (eighth edition). U. S. v. Forty-Eight Dozen Packages, etc.,* 
was even a bit farther afield. There the item—gauze—was held to be 
a drug even though not specifically named in the United States Pharma- 


copoeia or National Formulary, but by reason of other general language 
in the statutory definition. 

Culver v. Nelson,* while it held that certain vitamin prepara- 
tions were drugs and, hence, may lawfully be sold only in a pharmacy 
(under Minnesota law), does not even touch upon the point at issue in 
the Wakeen case. The definition of drugs there is the familiar one: 

All medicinal substances and preparations recognized by the U. S. Pharma- 
copoeia and National Formulary, or any revision thereof bag 

The sole issue there was whether these vitamin preparations are 
in or out. The Supreme Court of Minnesota held that they are 
in, that is, subject to the statute. 


lowa Farm Serum Company v. Board of Pharmacy Examiners * is 
altogether afield. The statute there defined drugs and medicines as 
“All medicinal substances and preparations for internal and external 
use recognized in the United States Pharmacopoeia or National Formu- 
lary,” *°—no prospective provision whatsoever. 





*% See footnote 22. 525 (1931), deal also with this collateral 
“189 F. 195, 199 (1911). aspect. 
* 228 F. 173 (1912). 54 N. W. (2d) 7 (1952). 
* 94 F. (2d) 641 (1938). Bradley v. U. 8., * Minn. Stats. 1949, Sec. 151.01, subd. 5. 
264 F. 79 (1920), and U. 8S. v. One Book, *35 N. W. (2d) 848 (1949). 
Entitled ‘“‘Contraception,’’ etc., 51 F. (2d) ” Code of Iowa, 1946, Ch. 155, Sec. 155.3. 
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State Board of Pharmacy v. Gasau 


State Board of Pharmacy v. Gasau *' was another adulteration case, 
under New York State law. The statute then in effect provided: 

Unless otherwise prescribed for, or specified by the customer, all pharma- 
ceutical preparations, sold or dispensed . . . shall be of the standard strength, 
quality and purity, established by the latest edition of the United States Pharma- 
copoeia.” 

Observing that the name “cream of tartar” was not recognized 
in the United States Pharmacopoeia, the court held that it thereby fell 
within the exemption provisions of the statute,** and hence need not 
be up to the United States Pharmacopoeia standard for medicinal purity. 
It is obvious that this decision similarly is of no pertinence to the 
issue in the principal case. 


State v. Emery 


Indeed, quite extensive research buttresses the conclusion that 
State v. Wakeen does mark a new departure. An early Ohio case ** 
involved a statute that stated drugs to be adulterated: “If, when sold 
under or by a name recognized in the United States Pharmacopoeia, 


it differs from the standard of strength, quality or purity laid down 
therein... .”’* Defendant there was prosecuted on the charge of 
selling substandard cochineal. When the statute was enacted, the 
1880 edition of the United States Pharmacopoeia was in use. The 1890 
edition, published in 1893, raised the standard of cochineal. What 
defendant sold complied with the 1880 edition, but not with that 
of 1890. 

His conviction was reversed. Some of the court’s language would 
be of dire portent were it used today, even though the statutory 
definition contained no projection into the future : 

It is not to be supposed that the legislature intended to adopt, by reference, 
as part of the penal laws of the state, an edition of the book not then in existence, 
and of which the legislature could then have no knowledge. . . . To hold that 
the sale could thus be made unlawful by change of standards in subsequent 
editions would be equivalent to holding that the revisers of the book could create 
and define the offense,—a power which belongs to the legislative body, and can- 
not be delegated.” 





"195 N. Y. 197 (1909). * Act of April 22, 1890, Sec. 3: 87 Ohio 
“New York Public Health Law, Sec. Laws 248. 
197, subd.. 1, since changed and now in “ State v. Emery, cited at footnote 44, 
Art. 137 of the education law. at p. 320. 
*" New York Public Health Law, Sec. 199. 
“State v. Emery, 55 Ohio St. 364, 45 
N. E. 319, cited in U. 8S. v. Lehn & Fink, 
cited at footnote 31. 
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The same court, in the following year, in sustaining the convic- 
tion of a nonpharmacist tor having sold whisky not up to United States 
Pharmacopoeia standard,** had this to say: 

The pharmacopoeia mentioned is adopted by the statute as an authoritative 
compilation, comprising the accepted and known articles of drugs and medicines, 
with a description of their characteristics and qualities and approved standard 
of their proper degree of purity and strength. 

This is certainly a friendly attitude, even though noncompliance 
with the compendium standard constituted a crime not related in any 
way to pharmaceutical practice. 


State v. Holland 

A somewhat novel situation was at bar in State v. Holland.** 
There a pharmacist had been convicted of the illegal sale of whisky. 
He defended on the ground that he had the right, under the 1907 
statute, to keep whisky as it was a medicine recognized by the United 
States Pharmacopoeia and the National Formulary. His offer in evi- 
dence of the 1905 edition of the United States Pharmacopoeia was 
rejected by the trial court, which ruled that the revision in force at the 
enactment of the statute, in 1916, would govern. 

In reversing the conviction, the Supreme Court of Maine said: 

We think that, when the Legislature of 1907 referred to the United States 
Pharmacopoeia and National Formulary for the guidance of registered apothe- 
caries in this state, it must have referred to the compilations known by those 
names, then recognized as authority among apothecaries. It is not to be supposed 
that the Legislature intended to adopt compilations not then made and of whose 
contents, as affecting the law of this state against the illegal sale and keeping for 
sale of intoxicating liquors, it could have no knowledge. It knew what the books 
then recognized as authority included; it could not know what the revisers of 
later editions might include or exclude. If the Legislature intended to adopt the 
later revisions of the works referred to, as they should be made from time to 
time, that intention should have been made clear by apt words . [such as 
“official at the time of investigation” ]. 

Moreover, the statute, if construed according to the ruling to which exception 
is taken, may be open to the objection that it is an unauthorized delegation of 
legislative power, to the revisers of the future editions, as suggested in State v 
Emery . . .; upon that point we express no opinion.” 

This opinion well expresses the prevailing rule where the statute 
is silent as to future chances. This last dictum, however, if followed, 


may well prove a formidable obstacle in the event a case similar to 





" State v. Hutchinson, 56 Ohio St. 82, beverage, see State v. Department of Liquor 
46 N. E. 71 (1897): the same statute as in Control [Ohio], 194 N. E. 372 (1935), will 
the Emery case was involved. See also repay reading. 

State v. Intoxicating Liquors, 106 Me. 135. "117 Me. 228. 104 Atl. 159 (1918) 
76 Atl. 268 (1909); for a somewhat curious *” Cited at footnote 48. 
twist of whisky as a drug v. whisky as a 
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Wakeen should arise in Maine, and may also be persuasive in other 
jurisdictions which may have the problem de novo. 

In a South Dakota case * a statute requiring compliance with a 
chemical test for purity “recognized in the United States Pharma- 
copoeia” was attacked as unconstitutional—not, however, on the 
ground of improper delegation of legislative power. In upholding the 
statute, the Supreme Court of South Dakota said: 


It is held constitutional to fix the standard of purity as that recognized in 
the United States Pharmacopoeia, and any article which does not come up to 
that standard is deemed adulterated.” 

Here, again, standards of purity or quality whereby to test 
adulteration were involved—not substantive definition of “drug.” 


No Other Situation Precisely Like That of Wakeen 
Other decisions approach, or touch upon, the periphery of this 
specific point of definition by reference coupled with prospective 
operation.*? Nowhere, however, has there been found a situation 
precisely like that passed upon by the Wisconsin Supreme Court, a 
fortiori or similar decision. 


The attack upon the validity of this in futuro extension of the 
Whether this result reached is to become 
general doctrine must await similar proceedings in other states. 


division was ably made. 


Federal decisions, as such, will not be controlling. It is indeed of 
interest that there is such a dearth of this type of proceeding. The 
explanation may be, as already intimated, that the widespread legis- 
lative status of the United States Pharmacopoeia and National Formu- 
lary, coupled with the great respect in which these compilations are 
held by all elements of the health professions, has seemed so im- 
pregnable that no one would venture into the fray. 

An indefinite continuance of such surcease is too much to expect. 
Recent bold forays into other areas of professional pharmaceutical 
control have not been unsuccessful. Courts of states other than 
Wisconsin may view the problem in a different light. Nevertheless, 
State v. Wakeen must be regarded as a landmark case. [The End] 


8 State v. Winterich, CCH FOOD DRUG 





% American Linseed Oil Company vv. 


Wheaton, 25 S. D. 60, 125 N. W. 127 (1910). 

"Cited at footnote 50, at p. 129, and 
citing Minnesota, Ohio and New York 
cases. The New York citation, however, of 
Board v. Gasau was of the appellate divi- 
sion decision, which was later reversed by 
the court of appeals. See footnote 41, 
above. 


COSMETIC LAW REPORTS { 85,133, 157 
Ohio St. 414, 105 N. E. (2d) 857 (1952): 
Botkin v. State Medical Board, Ohio, % 
N. E. (2d) 215 (1950); People v. Rosen- 
bloom, 2 Pac. (2d) 228 (Calif., 1931), State 
v. Waller, 143 Ohio St. 409, 55 N. E. (2d) 
654 (1944), contains an excellent discussion 
on this subject of legislation by reference. 
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Appendix 


[The author gratefully acknowledges the labor of those who, in preparing 
the brief on behalf of the United States Pharmacopoeial Convention, amicus curiae, 
in the Wakeen case (Wisconsin), collated the statutory citations, which follow.] 

Alabama—Code of Alabama 1940, Title 2, Article 18, Sections 303, 307. 

Arizona—Arizona Code 1939 (1951 Supplement), Sections 67-1501, 67-1504. 

Arkansas—Arkansas Statutes 1947, Chapter 82, Section 82-908. 

California—California Health and Safety Code, Division XXI, Chapter 2, 
Sections 26200, 26203, 26230, 26246. 

Colorado—Colorado Statutes Annotated 1935, Chapter 69, Sections 6-7. 

Connecticut—General Statutes of Connecticut, Revision of 1949, Chapter 186, 
Sections 3930-3931, 3943-3944. 

Delaware—Revised Code of Delaware 1935, Chapter 100, Article 25, Sections 
3994-3995, 

Florida—Florida Statutes of 1941, Chapter 500, Sections 500.03-500.04, 500.14- 
500.15. 

Georgia—Georgia Code 1933, Title 42, Chapter 42, Sections 42-107, 42-109. 

Idaho—Idaho Code Annotated 1947, Volume 7, Title 37, Sections 37-204— 
37-205. 

Illinois—Jones Illinois Statutes Annotated, Chapter 101, Section 101-15. 

Indiana—Indiana Public Health Code, Article 5, Sections 1902-1903, 1976, 
1984. 

lowa—1950 Code of Iowa, Chapter 203A, Sections 203A.2-203A.3, 203A.9- 
203A.10. 

Kansas—General Statutes of Kansas, 1949, Chapter 65, Article 6, Sections 
65-606—65-607. 

Kentucky—Kentucky Revised Statutes 1948, Chapter 217, Sections 217.010, 
217.040, 217.050. 

Louisiana—Louisiana Revised Statutes 1950, Title 40, Chapter 4, Part I, 
Sections 602, 616-617. 

Maine—Revised Statutes of Maine 1944, Chapter 27, Sections 158, 168. 

Maryland—Annotated Code of Maryland 1951, Article 43, Sections 186-188. 


Massachusetts—Annotated Laws ot Massachusetts 1946, Chapter 94, Section 


Michigan—Compiled Laws of Michigan 1948, Chapter 335, Sections 335.1- 
335.3. 

Minnesota—Minnesota Statutes 1945, Volume 1, Chapter 152, Sections 
152.01, 152.04-152.05. 

Mississippi—Mississippi Code Annotated 1942, Volume 5, Title 25, Chapter 6, 
Article 4, Section 7107. 

Missouri—Revised Statutes of Missouri 1949, Chapter 196, Sections 196.010, 
196.015, 196.095, 196.100. 
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Montana—Revised Cede of Montana 1947, Volume 2, Title 27, Chapter 1, 
Sections 27.101-27.102. 


Nebraska—Revised Statutes of Nebraska 1943, Volume 4, Chapter 71, Article 
24, Sections 71-2401, 71-2403. 


Nevada—Nevada Compiled Laws 1929 (1931-1941 Supplement), Volume 2, 
Sections 6206.01, 6206.07. 


New Hampshire—Revised Laws of New Hampshire 1942, Chapter 164, Sec- 
tions 2, 5. 


New Jersey—Revised Statutes of New Jersey 1937, Title 24, Sections 24:1-1, 
24:5-01, 24:5-10, 24:5-18. 


New Mexico—New Mexico Statutes 1941, 1951 Supplement, Sections 71-640, 
71-647—7 1-648. 


New York—MckKinney’s Education Law, Article 137, Sections 6801, 6808. 


North Carolina—General Statutes of North Carolina 1943, Chapter 106, Sec- 
tions 106-121—106-122, 106-133—106-134. 


North Dakota—North Dakota Revised Code of 1943, Title 19, Chapter 19-02, 
Sections 19-0201, 19-0203, 19-0205, 19-0208. 

Ohio—Page’s Ohio General Code Annotated, Volume 4-A, Sections 5775, 
5777. 

Oklahoma—Oklahoma Statutes 1941, Title 63, Chapter 7, Sections 183-184, 
187. 

Oregon—Oregon Compiled Laws Annotated 1950, Section 58-521. 


Pennsylvania—Purdon’s Pennsylvania Statutes Annotated, Title 35, Chapter 
6, Sections 783-785. 

Rhode Island—General Laws of Rhode Island 1938, Chapter 269, Sections 2-3. 

South Carolina—South Carolina Code 1942, Volume 3, Title 30, Article 4, 
Section 5128: Criminal Code, Section 1452. 


South Dakota—South Dakota Code of 1939, Volume 1, Title 22, Chapter 
22%, Sections 22.1101-22.1102. 


Tennessee—Williams Tennessee Code 1934, 1952 Supplement, Sections 
6580.2-6580.3, 6580.15-6580.16. 


Texas—Vernon’s Texas Penal Code, Volume 2, Sections 707-708; Vernon's 
Texas Civil Statutes, Volume 13, Sections 4471-4472. 


Utah—Utah Code Annotated 1943, Title 3, Chapter 10, Sections 3-10-7—3-10-8. 
Vermont—Vermont Statutes Revision of 1947, Chapter 311, Sections 7362-7366. 


Virginia—Virginia Code of 1950, Title 54, Chapter 15, Article 8, Sections 
54-399, 54-461, 54-463. 


Washington—Remington’s 1951 Revised Statutes of Washington, Title 69, 
Sections 69.04.009, 69.04.040, 69.04.420, 69.04.510. 


West Virginia—West Virginia Code of 1949, Chapter 16, Article 7, Sections 
1369-1370. 


Wisconsin— Wisconsin Statutes of 1951, Chapter 97, Section 97-25. 


W yoming—W yoming Compiled Statutes 1945, Chapter 46, Article 1, Sections 
46-107—46-108. 





“CHEMICALS IN FOODS''— 


A LEGAL VIEWPOINT 


By VINCENT A. KLEINFELD 


Drafting a Chemicals-in-Foods 3ill Satisfactory to Industries, 
Consumers’ Groups and Governmenta! Establishments Is an 
Augean, But Not Insuperable, Task, Says Mr. Kleinfeld, Attorney, 
Washington, D.C. He addressed the Food and Nutrition Section 
of the American Public Health Association on November 12, 1953 


EFORE discussing some of the legal aspects of the “chemicals in 

foods” controversy, it would be well to set forth what I believe 
are some fundamentals. It seems clear that there is a real need for 
the use of so-called “chemicals” in connection with our food supply. 
I know of no qualified person who has taken the viewpoint that various 
staple foods should not be enriched, and I doubt that the consumer 
would be satisfied with bread made solely from flour, water and a 
little yeast. Additives such as sugar and vinegar have been employed 
in food for hundreds of years, and salt does not become dangerous 
when it is called sodium chloride. 


In other words, the term “chemicals in foods” should not have 
an invidious connotation, for the utilization of pesticides and chemical 
fertilizers, as well as of various additives in the processing of foods, 
has frequently served a valuable function as far as the consumer is con- 
cerned. As a matter of fact, ultimately the rapid increase in popula- 
tion may compel the world to turn to chemicals for the purpose of 
increasing our food supply. The synthetic-fat program developed in 
Germany during the last World War was an attempt to replace a 
natural food with a synthetic. Recently it was announced that the 
chemical synthesis of sugar had been achieved. Our scientific journals 
reveal that substances never before found in food products are being 
employed in ever-increasing numbers to stimulate the growth of and 
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cause other changes in livestock and poultry, cure vegetable and fruit 
blights, act as preservatives and produce cheaper fertilizers. These 
substances are also finding their way into food wrappers, where they 
are used to retard mould and decomposition. 

The fact remains that serious problems have arisen with the 
increasing use of food additives. There has been considerable testi- 
mony in hearings before Congressional committees, and from qualified 
persons, that a definite health hazard may be created by the ingestion 
over long periods of time of many substances which may not present 
any acute danger when consumed in minute quantities. Insecticidal- 
spray contamination is occurring not only in our fruits and vegetables, 
but also in such staples as milk and meat. The recent parenteral use 
of some of the new and highly toxic insecticides for the elimination 
of various external parasitic infestations of livestock raises the pos- 
sibility of the accumulation of the insecticides in the edible tissues of 
the animals at the time of slaughter. The residues of antibiotics and 
other potent drugs in the tissues of animals treated with high-level 
therapeutic dosages of medicinals to combat various animal diseases, 
and the addition of such products to feeds in order to stimulate animal 
growth, are causing increasing concern to health officials. There is 
considerable evidence, moreover, that-some of the newer substances 
presently in use have not undergone comprehensive testing. 


Long-Continued Usage No Proof of Freedom from Hazard 
It is not entirely safe to assume that a substance which has been 
employed for many years is free from hazard because of this long- 


continued usage. It is possible that toxic effects caused by such a 
substance may not have been recognized or may have been ascribed 
to some other substance or cause. Take, for example, coumarin, 
which was used for 75 years as an ingredient of some imitation vanilla 
flavors, and as a fixative and base for other synthetic food flavors. These 
flavors were consumed in ice cream, baked goods, soft drinks, prepared 
desserts and chocolate. Nevertheless, pharmacological studies recently 
revealed impressive evidence of the capacity of coumarin to produce 
serious damage to the liver of experimental animals. It may be noted, 
in passing, that the results of these studies were called to the attention 
of the government by the manufacturers of coumarin, who have 
stopped its sale to the food industry. 

In other words, “safety by assumption,” based entirely on long 
usage or on studies of vital statistics, would not appear to be sound 
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from a scientific viewpoint. The subtle, insidious effects of a sub- 
stance upon a limited number of persons, particularly when consumed 
over long periods of time, may not be readily recognized. This may 
be the situation even where great precautions are taken, as with new 
drugs under the new-drug section of the Federal Food, Drug, and 
Cosmetic Act, and notwithstanding that the drug may be consumed 
only under medical supervision. I am sure that we are all familiar 
with the fact that it was discovered that certain cases of serious blood 
disorders were associated with the administration of chloramphenicol. 
It is pertinent to note, also, that very recent studies by the Division 
of Pharmacology of the Food and Drug Administration of certain 
certified coal-tar dyes used in coloring foods have revealed evidence 
of serious chronic toxicity. It is true that it is possible to go to 
fanatical extremes in attempting to require that a substance be proved 


entirely and completely safe from a chronic-toxicity viewpoint. My 


point is that comprehensive experimental evidence is always needed, 
and that we cannot rely on assumptions or probabilities. 

Thus, the increasing employment of food additives has caused a 
growing apprehension that the Federal Food, Drug, and Cosmetic 
Act does not adequately protect the consumer, who is necessarily an 
amateur with respect to both the foods and drugs which he purchases. 
The statute requires that, before a new drug is marketed, evidence 
as to its safety must first be submitted to the Food and Drug 
Administration. The burden is on the manufacturer to demonstrate 
the freedom of the drug from hazard when used as directed. How- 
ever, the law does not make a similar requirement with respect to 
substances employed in food products. Additives whose safety is not 
firmly established may be excluded from foods which are standardized 
by the Food and Drug Administration, and this exclusionary power 
has been sustained by the courts. But the establishment of standards 
is frequently a laborious and expensive process, and most foods are not, 
and may never be, standardized. Consequently, a substance whose 
safety has not been demonstrated may be utilized in many foods 
because the government, although suspicious of the possible long- 
range adverse effects of the additive, cannot prove to the satisfaction 
of a court and jury that it may be poisonous or deleterious. 

The problem is highlighted by the polyoxyethelene stearate 
emulsifiers, which were employed in many food products, including 
bread. After extremely protracted hearings, the Food and Drug 
Administration refused to permit the use of these “softeners” in bread, 
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and this decision was ultimately sustained by the courts. Recently, 
the Food Protection Committee of the National Research Council's 
Food and Nutrition Board issued a report that presently available data 
“fail to demonstrate” that these substances are safe for use in foods 
“under all patterns of dietary consumption and for all segments of the 
population.” The committee stated, in part: 

No new food additive should be introduced for human consumption or 
continued in use in the diet as long as a reasonable doubt remains concerning 
its safety. 

The introduction into a foodstuff of a new additive which does not positively 
contribute to the nutritional quality of the food presents a situation demanding 
a particularly conservative judgment. The use of such an additive in a variety 
of basic foods which are unavoidably consumed by all groups within the popula- 
tion in both health and disease, requires that sufficient evidence be obtained to 
provide a positive proof of harmlessness. 


In the Interest of Safety 

Yet these emulsifiers were used in a variety of foods for a con- 
siderable period of time. This is of little concern to some. A recent 
editorial in a publication devoted to food technology criticized the 
report of the food-protection commitee on the surprising ground that 
the committee had “leaned a bit backward in the interest of safety.” 
On the other hand, large segments of the food industry believe that 
we should bend quite considerably in that direction. These groups 
hold the view that existing law is inadequate to cope with the problem, 
and that remedial legislation is required. For example, the American 
Bakers Association, the American Meat Institute, the Institute of 
Shortening and Edible Oils and the Millers’ National Federation have 
adopted a “Statement of Principles on Chemical Additives in Foods” 
which declares, in part: 

We believe it to be a proper function of Government to control those factors 
which may affect adversely public health. Therefore, we believe the results of 
animal experimentation in pre-testing new substances proposed for use in food 
should be reviewed and approved by the Food and Drug Administration before 
the substance is allowed to be used in food sold to the public. 

In view of the serious nature of the problem and the alarm evinced 
by those qualified to render expert opinions, is it asking too much of 
the manufacturer of a substance which is to be used in a wide variety 
of foods, and by people in all walks of life and in various degrees of 
health, to submit evidence that the product does not present a 
hazard? If this is not done, is not the consumer an unwitting guinea 
pig, upon whom experimental work is being conducted? If this 
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premise is accepted, there is little doubt that some time in the not- 
too-distant future the State will enter the picture by means of the 
creation of an additional control, an amendment to the Federal Food, 
Drug, and Cosmetic Act requiring the pretesting of chemicals pro- 
posed for use in or on foods. 


Approval of Chemical Additives 


H. R. 2245, the food-additives bill which has been introduced by 
the former chairman of the Select Committee to Investigate the Use 
of Chemicals in Foods and Cosmetics, defines a “chemical additive” 
as a substance intended for use in or on food, which is not generally 
recognized by experts as having been adequately tested to show that 
it is not poisonous or deleterious or, if it is poisonous or deleterious, 
it is not generally recognized as having been adequately tested to 
show that it is safe. The bill provides that no person shall introduce 
into interstate commerce any chemical additive, as so defined, unless 
its use has been approved by the Secretary of Health, Education, and 
Welfare. A person desiring to obtain approval of a chemical additive 
must submit to the Secretary reports of investigations which have 
been made to determine the toxicity and other potentiality for harm 
of the substance; a statement of its composition; and a description 
of methods of analysis for its quantitative determination in or on food. 
If the substance is poisonous or deleterious, a statement must be sub- 
mitted showing that it is required in the production of food, together 
with reports of investigations which have been made to show the 
quantities remaining in or on the food and a description of adequate 
methods of removal of excessive quantities. 

Unless the Secretary issues a notice of hearing, a request for 
approval is deemed to be approved on the sixtieth day after it has 
been filed, although the date on which the request shall be deemed 
to have been approved may be postponed for a period of not more 
than 180 days after the filing of the request. The bill provides further 
that, unless the request is approved automatically by the expiration 
of these time periods, the applicant must be given an opportunity for 
a hearing. The burden is placed upon him to establish that the sub- 
stance which he proposes to introduce into the food channels of the 
country presents no hazard to the public health. Decisions of the 
Secretary are to be made only after a review of the whole record, and 
in accordance with reliable, probative and substantial evidence. In 
any such order the Secretary must make detailed findings of the facts 
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on which he based his order. These orders are specifically made 
subject to judicial review in accordance with the provisions of Sec- 
tion 701(f) of the Federal Food, Drug, and Cosmetic Act, which sets 
forth the procedure for the review of regulations issued under most 
of the existing sections of the statute. 


Judicial-Review Proceedings 
The chief difficulty arises in connection with the method in which 
judicial review will be obtained. There appears to be a distrust, by 
many in the affected industries, of the administrative process. They 
are not satisfied with the type of review presently specified in the 
Federal Food, Drug, and Cosmetic Act in connection with the estab- 
lishment of food standards and the issuance of other regulations, and 
which is patterned on similar provisions found in many other statutes. 
Thus, a bill sponsored by another member of the Select Committee to 
Investigate the Use of Chemicals in Foods and Cosmetics provides 
for a submission of the administrative record to the United States 
District Court for the District of Columbia and for a proceeding which 
amounts to a complete judicial trial. The entire administrative record 
must be submitted to the court for consideration, but the court is 
authorized to take oral testimony and to consider the record before it 
de novo, and the bill provides: “No presumptive force or effect shall 

be given to the validity of the order complained of.” 


A problem arises with respect to the constitutional validity of 
such a provision. Aside from this, however, the practical question 
arises as to the purpose of holding an expensive and time-consuming 
hearing before an administrative body if the process is to be repeated 
before a court. Why bother at all with the administrative hearing? 
I would say to the advocates of such a bill that they might propose 
going further so as to delete any provision for employing the adminis- 
trative process, presumably predicated on the expertise of those con- 
stituting the regulatory body. A tenable argument can be advanced 
for doing away completely with any proceedings before an agency 
which is part of the executive branch of the government. Under exist- 
ing law, the Food and Drug Administration must prove to the satis- 
faction of a court and jury, by a preponderance of evidence in a civil 
case and beyond a reasonable doubt in a criminal case, that a food 


contains a poisonous or deleterious substance which may render it 
injurious to health, or that a drug is dangerous to health when used 
in the dosage, or with the frequency or duration prescribed, recom- 
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mended or suggested in its labeling. If a court and jury are qualified 
to determine such questions, it may be argued that they are in a posi- 
tion to decide whether a chemical proposed for use in a food may 
cause injury when consumed over a life span. 

But it is clear, as in the case of the emulsifiers, that frequently 
there may be a real and reasonable suspicion of harm, although it 
cannot be established that an actual danger to humans exists. It 
would seem appropriate, therefore, as a correlative to doing away 
with the administrative process, that in the judicial proceeding the 
burden should be on the chemical manufacturer to establish affirma- 
tively that the substance which he proposes to incorporate into the 
Nation’s food supply presents neither a short-range nor a long-range 
hazard. It has been suggested that decisions with respect to the 
potential hazards of a food additive should be based on a preponder- 
ance of the best available evidence. It would not appear unreasonable, 
however, to urge that where the public health is involved the burden 
should be a stronger one—that the proponent of the use of the sub- 
stance should be required to establish freedom from hazard beyond a 
reasonable doubt. 


Food and Drug Administration as Logical Umpire 


I do not believe that it makes sense to do away with the knowl- 
edge and experience of the Food and Drug Administration. Some- 
where along the line there must be an umpire, and it seems to me that 
that agency is far more qualified than are a court and jury to act in 
that capacity—to determine whether sufficient evidence exists as to the 
safety of a product to warrant permitting its incorporation into our 
food supply. It is not a recent innovation of Congress that many of 
the problems of our highly complicated economic system should be 
entrusted to specialized agencies. This was predicated upon the 
belief that the courts could not possess the knowledge and skills which 
can be brought to bear upon a problem in a specialized field by an 
agency established and staffed for that specific purpose. As I have 
indicated, however, if our distrust of the Executive branch of the 
government is such that we ask for an independent appraisal of the 
facts by the judicial branch rather than a review to determine whether 
there has been arbitrary, capricious or illegal action, then we might as 
well apply the surgeon’s knife to the ailment by having the judiciary 


act as umpire in the first place. 
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Time for Solution 


The drafting of a bill in the chemicals-in-food arena which will 
satisfy the affected industries, the various consumers’ groups and the 
interested governmental establishments is an Augean, but not insuper- 
able, task. The endeavor is not facilitated by the piling of Ossa upon 
Pelion by means of the insertion in proposed legislation of qualifying 
adverbs and adjectives; the creation of various committees or other 
tribunals to stand as arbitrators between the Executive branch of the 
government anc industry; the establishment of unreasonable periods 
of time within which governmental action must be taken; and the 
formulation of innovations in the field of administrative law, par- 
ticularly where the public health is involved. Certainly there is room 
for compromise—for give and take. But it is imperative, in my 
opinion, from the viewpoints of both industry and the public, that a 
solution be reached and an umpire chosen before some incident with 
serious consequences occurs. The difficulty encountered by lawyers 
in choosing language which is entirely satisfactory to all concerned 
and in searching for an elastic review which, I believe, would in any 
event prove somewhat illusory and the fact that it may not be possible 
to establish that a food additive is completely safe to every member 
of the population should not deter us from doing the best we can. 
The stakes are too important for the food industry to rest on the 
laurels it has so justifiably earned. [The End] 


¢ TRADE REGULATION—MISREPRESENTATION °¢ 


Oleomargarine .. . A company selling oleomargarine has agreed to 
stop representing that the product is prepared home-style, in small 
batches or by other than factory methods, or that personal care is given 
by anyone to every pound of the product, when such is not a fact. 
(Released January 22, 1954.) 

Vitamin-mineral preparation . . . A company selling a vitamin- 
mineral preparation is prohibited from representing that such prepara- 
tion has therapeutic value in the treatment of aches, pains, nausea, and 
gas discomfort. Such claims, under the initial order, must be accom- 
panied by a conspicuous disclosure that the product is of value for these 
symptoms or conditions only when they are caused by deficiencies of 
vitamins B,, B:, niacinamide or iron. (Initial order released January 
7, 1954.) 

Hair-and-scalp preparation .. . The seller of a_hair-and-scalp 
preparation is required to stop representing that its preparations for the 
hair and scalp have any effect in preventing baldness or loss of hair. 
The initial order issued against this seller also runs against claims that 
the products are new or the result of new discoveries. (Initial order 
released January 21, 1954.)—CCH Trape ReGutAtion Reports § 16,755; 
11,596; 11,605. 





The Imitation Jam Case 


AND ITS EFFECT 
ON THE ICE CREAM INDUSTRY 


By JOHN B. MARTIN 


This Is a Speech Delivered by a Philadelphia Attorney 
at the Meeting of the Division of Food, Drug and Cos- 
metic Law, American Bar Association, August 26, 1953 


HE “/mitation Jam” case was decided March 26, 1951. At that time 
a hearing was being held in Washington, D. C., to consider defi- 


nitions and standards for ice cream and related products. At about the 
same time, decisions were rendered by the Third Circuit in the Bireley’s 
“Orange Beverage” case ' and in the “Salad Dressing” case. These three 
decisions had an effect upon the air around the Federal Security Build- 
ing which is similar to the air around Brooklyn when the Dodgers lose 
a ball game. For those not familiar with the Brooklyn baseball fan I 
should like to point out that the reaction from the loss of a game is 
about the same whether Brooklyn leads the second team by nine games 
or one. In spite of these decisions, the Department of Health, Educa- 
tion, and Welfare still leads the league of food-regulatory bodies. 

The /mitation Jam case, from a legal point of view, sets forth that 
the sale of a product as an imitation of a standardized product is not 
illegal. The decision also sets forth that Congress may prohibit such 
sales by enacting legislation clearly so providing. 

The ice cream hearing was a tremendous undertaking. It started 
in 1942, and was recessed during the war. It started again in January, 
1951, and was finally closed in the early part of 1953. The record con- 
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tains over 21,000 pages of testimony and hundreds of exhibits, some 
simple and some complex. Briefs had to be filed by August 31, 1953. 
My first conclusion is that, notwithstanding the Jam decision, even- 
tually standards and definitions will be promulgated for the ice cream 
industry. 


A few facts about the ice cream industry are necessary, in order 
further to evaluate the /am case and its effect on the ice cream industry. 
Ice cream is placed in containers in a semifrozen state and the con- 
tainers are then placed in a hardening room or a room of very low tem- 
perature. Sticking or stamping ingredient descriptions on such 
containers is impractical. Butterfat used in ice cream-making may 
be obtained from butter, butter oil, plastic cream, frozen cream, fresh 
cream, whole milk and other forms. Nonfat milk solids may be 
obtained in even a greater number of forms. Because of the changing 
supply of these different forms and the economics involved, the forms 
of butterfat and nonfat solids, as well as other ingredients, are often 
changed. Some ice cream is made in take-home packages, in which in- 
stance the consumer at least may look over whatever words are on the 
package. Other ice cream is usually placed in ten-quart containers. 
These containers are placed in refrigeration wells of retail establish- 
ments and, of course, any label on the container cannot be seen by the 


consumer. 


Bootlegging 


There is, today, bootlegging in the ice cream industry. Some fel- 
lows make an ice cream product which may or may not conform to 
legal or reasonable standards. It is sold to the retailer, who places it 
in his refrigeration unit, from which it is served in plates, concoc- 
tions and dipped take-home packages. I have motion pictures showing 
delivery of such unlabeled containers from unidentified refrigeration 
trucks in Philadelphia during a time when such action as black-market- 
ing was made profitable by war food-limitation orders. Lest you are 
concerned about the ice cream you eat, let me assure you that our state 
agencies have done a good job generally in curbing the spread of ice 
cream bootlegging. However, the bootleg problem does exist and 
many consumers, including children, fail to raise a rumpus about an 
inferior grade of ice cream sold to them as the real thing. I understand 
the oil industry has coped with a similar problem by the use of dye in 
gasoline, but one cannot distinctively color vanilla ice cream red and 
maintain consumer acceptance. 
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These and other reasons induced the Administrator to hold the 
ice cream hearing and establish facts which could be the basis for 
standards to promote honesty and fair dealing among consumers. 

We have related that the hearing was long and the record volu- 
minous but I recall no consumer appearing as such. True, the food 
and drug officials did a good job ot bringing out all the facts, but the 
group primarily to be protected—that is, the consumer group—just 
didn’t appear. 

Industry Representation 

Except for a couple of food and drug witnesses, all the witnesses 
were from industry. The industries did not see eye to eye on all issues 
and, whenever they disagreed, a full and complete record was 
presented. 

Industry was rightfully present, for any industry is foolish that 
doesn’t enter into any regulatory-making machinery where the end 
result will affect its operations. At the same time I think it is sig- 
nificant and will be significant to the courts and lawmakers in the 
future that the only consumer representatives present were the food 
and drug officials. 


My second conclusion is that when the standards are promulgated, 
imitation ice cream may be sold in interstate commerce. The product 


will sometimes be made of inferior ingredients, and at other times it 
will contain fewer of the expensive ingredients. 

My third conclusion is that the Secretary of Health, Education, 
and Welfare may raise havoc with anyone he finds palming off the imi- 
tation products as the real thing. The Miller Act Amendment of June 
24, 1948 (62 Stat. 582, 21 USC Section 334 (a)) may be utilized in such 
situations. Admittedly, the enforcement problem is a tremendous one, 
and prosecution may or may not involve the maker of the imitation, 
depending upon the facts. 

My fifth conclusion is that the Secretary in many instances may 
obtain a good result for consumers by close cooperation with state 
officials. Most states have standards and definitions for ice cream, and 
many prohibit the sale of imitation ice cream. If the federal authori- 
ties force the manufacturer to label his shipments as an imitation prod- 
uct, the manufacturer becomes a sitting duck for agents of state gov- 
ernments enforcing laws which prohibit the sale of imitation ice cream. 

The /mitation Jam case may well develop a closer working arrange- 
ment between state and federal agencies. Over the long run, there has 
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been some tendency of states to follow food and drug regulations. Per- 
haps activity in this field should be expanded. 

Congress has not changed the food and drug law since the /mita- 
tion Jam case because of fear of granting too much broad power to any 
one agency. Congress cannot practically write and change definitions 
and standards. However, our state legislatures have not as many 
problems as Congress, and it has been demonstrated that state legis- 
latures can write definitions and standards.. The state representatives 
taken as a whole are close to the consumer, and the consumer can and 
does often make his position felt in legislative measures. An exam- 
ple has been the repeal of many state colored-oleo laws. Definitions 
and standards for foods will be continued to be established under state 
laws. Such laws may and will prohibit the sale of imitation products. 


Protecting Consumer's Interest 


Congress will probably not empower the Secretary of Health, Edu- 
cation, and Welfare to prohibit all imitations. Hence, we should 
accept the situation as it exists and do the best job possible for the 
public. Of course, in the cases of impure food, unclean food and gross 
deception, the Food and Drug Administration can continue to perform 
a most necessary service to consumers. In the field of imitations 
where there is no gross fraud or public harm, from the point of view 
of the public, cooperation between state and federal agencies will fur- 
ther benefit the consumer. We must remember that on the state level 
the consumer may and often does express ideas to legislative members 
about standards. On the national level, with the Department of 
Health, Education, and Welfare involved, the same degree of con- 
sumer participation does not seem possible. It is difficult in a democ- 
racy to protect someone who doesn’t show too much interest in being 


protected. 


Industry perhaps can work closely with the federal agency as well 
as with state agencies not only in making up standards, but also in 
handling prosecutions, where prosecutions are indicated and the status 
of laws is involved. Too often, state officials do not properly prepare 
cases. Cases are lost, and the whole policy of enforcement becomes lax. 


As far as imitations are concerned—at least until Congress acts— 
the state legislatures may allow them or prohibit them as their con- 
stituents dictate, as is the situation at the present time with horse 


[The End] 


racing. 
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REPORTS TO THE READER—Continued from page 68 


Fifteen food shipments seized in 1953 
—about 1% per cent of the total—were 
contaminated with dangerous substances. 
The remaining 24 per cent were seized 
to protect consumers from buying mis- 
labeled or short-weight items. Other 
shipments seized in 1953 for alleged 
violation of the Federal Food, Drug, 
and Cosmetic Act, FDA reported, in- 
cluded 241 drugs and devices, one cos- 
metic, and four caustic poisons without 
required poison labels. 


The seizure actions in December in- 
cluded 101 shipments of foods, totaling 
386.5 tons; 19 misbranded foods; 19 
lots of drugs and devices misbranded 
with false and misleading curative 
claims; one below-strength drug; and 
one antibiotic drug marketed without 
certification. 


Borated Talcum Powders.—The FDA 
has investigated the use of talcum 
powders prepared with 5 per cent 
boric acid powder and finds there is no 
hazard in the use of these products, 
according to a statement released on 
January 30, 1954. Borated talcum 
powders with 5 per cent boric acid have 
been in use for many years as dusting 
babies. Clinical, animal 
and chemical research investigations, 
as well as consultation with leading 
medical authorities who have conducted 
research in the field of baby tales, con- 
firm their safety, according to the Ad- 
ministration. 


powders for 


In the Department 
of Health, Education, 
and Welfare 


Secretary’s Address Before National 
Canners Association.—Speaking to mem- 
bers of the National Canners Associa- 


tion at their annual convention in At- 
lantic City on January 23, 1954, Secre- 
tary Oveta Culp Hobby said, in part 


| want to thank all of you for 
the many messages we received from 
the canning industry last year when 
the Nation was, for a short time, with- 
out a factory inspection law. Hundreds 
of you hastened to assure our Depart- 
ment that you did not object to the 
inspections of the Food and Drug Ad- 
ministration. As you know, the sorely- 
needed statute was restored last spring 
by the Congress. 

“The support of measures for the 
improvement of the quality of food 
products by your association is not, of 
course, a new thing. You were active 
in your support of the McNary-Napes 
amendment to the original pure food 
law in 1930; and I am sure that we 
can agree that the passage of the bill 
started a new era for all of us—con- 
sumers, manufacturers, and Government 

“It is no news to you, but I should 
like to take note of the fact that, unde 
its provisions, standards have been 
agreed upon and established.for more 
than 200 foods in 17 different 
including 40 different canned 


cate- 
gories, 
vegetables. 

“We are aware, of course, that the 
procedures followed by the Food and 
Drug Administration in setting its food 
standards have not always met with 
the full approval of all parties con- 
cerned. We have been criti ized, for 


instance, because of unavoidable delay 


in drafting and issuing some standards. 


“Our standard-making procedure it- 
self has also been criticized as being 
slow and cumbersome. 

“For our mutual benefit, we are now 
trying to reduce both the costs and the 
delays in these hearings. 

“Our Department of Health, Educa- 
Welfare, for example, is 


tion, and 
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heartily in favor of the so-called Hale 
Bill to shorten the standard setting 
procedures. We sincerely hope 
that Congress will complete enactment 
of the bill m this session.” 


Meeting of Food 
and Drug Men 


New York State Bar Association 
Meeting.—At the January 27 meeting 
of the Section on Food, Drug and 
Cosmetic Law of the New York State 
Bar Association, the following resolu- 
tions were adopted: 


“Resolved that recognizing and re- 
specting the need for government 
economy, the Section on Food, Drug 
and Cosmetic Law of the New York 
State Bar Association urges upon the 
Congressional Committees concerned 
that the budget needs of the United 
States Food and Drug Administra- 
tion be carefully appraised and that 
the maximum amounts feasible be pro- 
vided to avoid impairment of the food 
standards program and any relaxation 
of enforcement for the protection of 
consumers of foods, drugs and cosmetics.” 


“Resolved that (1) the Section on 
Food, Drug and Cosmetic Law of the 
New York State Bar Association con- 
tinues to give its unqualified support 
to the Hale bill (H. R. 6434) and urges 
its early Senate passage without fur- 
ther hearings; (2) Mr. Michael F. 
Markel is authorized to continue to 
speak for the Section in the accom- 


plishment of this objective; and (3)° 


the Chairman of the Section be, and he 
hereby is, authorized and directed to 
inform the appropriate Senate Com- 
mittee of these views by telegraphic 
communication.” 

The following additional 
was adopted by floor vote: 


resolution 


“Resolved that the Section on Food, 
Drug and Cosmetic Law of the New 
York State Bar Association approves 
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the action taken by its Committee on 
Food Standards to secure a due revi- 
sion of the FDA policy statement per- 
mitting experimental shipments of im- 
proved standardized foods pending a 
formal amendment of their standards 
under the Federal Food, Drug, and 
Cosmetic Act, whereby that permission 
broadly reaches any beneficial or use- 
ful improvement of such foods which 
is consistent with the purposes and 
requirements of this Act.” 


Charles Wesley Dunn was _ unani- 
mously elected as chairman of the sec- 
tion for the tenth consecutive year. 
There has been no other chairman. 


Fred Bartenstein, Jr., was elected as 
secretary. He replaces James G 
Flanagan. 


Harvard Study 


Reprints.—The Harvard Law Reviex 
announces the publication of “Develop- 
ments in the Law—The Federal Food, 
Drug, and Cosmetic Act.” Reprints 
of this definitive study, which originally 
appeared in the February, 1954 issue 
of the Harvard Law Review, are now 
available. The article, which is 91 
pages in length, provides a_ careful 
examination of the present law with 
respect to infractions of the Act, defini- 
tion and standardization of products, 
administrative enforcement and judicial 


enforcement. It provides: 


(1) An invaluable research tool for 
food and drug practitioners. 


(2) A complete educational aid for 
students of food and drug law. 


(3) An enlightening study for both 
lawyers and laymen who are interested 
in government regulation of the food, 
drug and cosmetic industries. 

The price per reprint is 60 
with a discount on quantity orders. 
Orders should be addressed to: Har- 
vard Law Review Association, Gannett 
House, Cambridge 38, Massachusctts. 


cents, 





for all concerned with doing business in Canada.” 


CANADA’S 
FOOD andDRUG LAWS 


by ROBERT E. CURRAN, Q. C. 


Legal Adviser to Canada’s Department 
of National Health and Welfare 


e Here in this authoritative new member of the Food Law Institute Series 
is a “one-volume library” which brings together—for the first time—everything 
concerning the regulation of the manufacture, distribution, and sale of food, 
drugs, cosmetics, and therapeutic devices in Canada. It includes all pertinent 
laws from the early English statutes down to a consolidation of the present 
Act, and Provincial laws and the Regulations under both—in full text- 
enriched and enhanced by essential explanations and pertinent cases. 


Indexed, 1138 pp., hard-bound, gold stamped. Price, $19.50 a copy 


A Word About the Institute .. . 
The Food Law Institute, Inc., was organized for constructive develop- 
i ment of the food law, including the related drug and cosmetic laws, by a 
number of leading food manufacturers in 1949, and is principally supported 
oF by them. It is ably headed by Charles Wesley Dunn, a foremost authority 
on food, drug, and cosmetic law. A major aim of the Institute is to 
prepare basic research studies of the food law by authorities in the field- 
published by Commerce Clearing House, Inc., leading publisher of Topical 
pak Law Reports and publications on federal food and drug law. The series of 
books s known as the FOOD LAW INSTITUTE SERIES. 
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